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GANH NANG BENH TAT CUA ROI LOAN GIAC NGU
O VIET NAM HIEN NAY VA VAI TRO HOI Y HQOC GIAC NGU VIET NAM;

GS.TSKH.BS. Duong Quy Sy
Cha tich Héi Y hoc Gidc ngu Viét Nam. Chai tich Lién doan Y hoc Gidc ngi ASEAN

R&i loan giac ngu chi mai duoc cdng nhan 1a mot van dé sic khoe cong dong quan trong & Viét
Nam trong thoi gian gan day. Theo cac béo cao chung, rdi loan gidc ngu bao gém chimng thiéu ngu,
mat ngi, ngay vao ban dém va budn nga vao ban ngay hoic hoi chimng ngung tho tac nghén khi nga
(OSA). Mic di ngu du giac 1a can thiét, nhung nhiéu nguoi Viét Nam cho biét ho cam thay nga
khong du giac; mot sé ngudi khac bi mat nga kinh nién. Tuy nhién, van dé nay van chua dugc chan
doan va diéu tri diy du vi phan I6n nhitng nguoi bi budn ngu qua mic vao ban ngay hozc bi mat
nga vé dém chi tim kiém su giup d tir cac dich vu chiam séc sirc khoe khi van dé vé giac ngu cia
ho anh huong dén cong viéc hoac hoat dong xa hoi.

Mot diéu hién nhién Ia ty I¢ mat ngi va OSA wdc tinh van con cao ¢ Viét Nam. That khong may la
OSA mot bénh Iy phé bién cé thé biéu hién cé hoic khéng co triéu chitng va kém theo nhiing hau
qua nguy hai vé nhan thirc tdm than kinh va bién c6 tim mach. Nhin chung, nhan thic vé bénh OSA
van con chua dugc quan tdm diing murc va cac diéu kién chan doan va diéu tri thuong khong c6 san
hodc khong dap ung duoc do thiéu ngudn lyc. Do hau qua vé mat xa hoi va tinh da thanh to cua
OSA, loai réi loan gi4c ngi nay c6 lién quan dén ganh nang vé strc khoe va kinh té - x4 hoi cao.
Bang chiing cho thiy OSA 1a mot yéu té quan trong gép phan lam cho stic khoe kém di va viée diéu
tri tinh trang nay mang lai lgi ich trong viéc giam thiéu cac két qua 1am sang bat loi va cai thién chat
luong cudc sdng lién quan dén gidc ngu. Do d6, viéc xay dung khuyén céo quéc gia dugc thuc hién
bai Hoi Y hoc Gidc nga Viét Nam (VSSM) nham vao viéc chan doan chinh xéc va diéu tri hiéu qua
cho nhitng nguoi bi OSA c6 thé 1a mot céch tiép can hoan hao dé giam chi phi cham soc stc khoe
va cac tac dong tiéu cyuc cua tinh trang réi loan giac ngu nay.

Tir khéa: Réi loan gic ngi, mat ngi, ngung thé tic nghén khi nga.
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CURRENT HEALTH CARE BURDEN OF SLEEP DISORDER IN VIETNAM
AND THE ROLE OF VIETNAM SOCIETY OF SLEEP MEDICINE

Sleep disorders have been recognized only recently as an important public health concern in
Vietnam. In the general report, sleep disorder has been regconized as sleep deprivation, insomnia,
snoring at night, and daytime sleepiness or obstructive sleep apnea (OSA). While sufficient sleep is
necessary, many Vietnamese reported that they are feeling like they are not getting enough sleep;
some others suffer from chronic insomnia. However, the problem remains underdiagnosed and
treated because individuals with excessive daytime sleepiness or insomnia at night seek help from
health care providers only when their sleep problem interferes with their work or social
performance generally.

It is obvious that the estimated prevalence of insomnia and OSA is still high in Vietnam.
Unfortunately, OSA is a common disorder that can present with or without symptoms and
accompanied by major neurocognitive and cardiovascular consequences. There is generally little
awareness of OSA, and diagnostic and treatment options are often not available or have not been
adapted for resource-poor settings. Because of the multifactorial and social consequences of OSA,
this kind of sleep disorder is associated with a high health care and economic-social burden.
Evidence suggests that OSA is an important contributor to poor health outcomes and that treatment
of this condition is generally benefcial in minimising the associated adverse clinical outcomes and
improving sleep-related quality of life. Thus, the national guidelines done by Vietnam Society of
Sleep Medicine (VSSM) focusing on accurate diagnosis and effective treatment of subjects with
OSA might be one perfect approach for reducing associated health-care costs and the negative
impact of this sleep disorder.

Keywords: Sleep disorder, obstructive sleep apnea, insomnia.
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THACH THUC VA GIAI PHAP TRONG CHAN POAN VA BIEU TRI
NGUNG THO TAC NGHEN KHI NGU TAI VIET NAM

TS.BS. Lé Khdc Bdo*

Tom tit

Ngung thd tic nghén khi nga (OSA: Obstructive Sleep Apnea) dang 1a ganh ning suc khoe cong
dong tai Viét Nam. Dang tiéc, nhan thirc cong dong vé OSA con thap. Co so y té Viét Nam chua
san sang vé nhan luc, vat luc, va tai luc dé giam nhe ganh nang OSA. Géanh ning OSA nhu vay doi
hoi nhiéu nd lyc tir ca hé théng va nhan vién y té.

Giai phap tam vi mo gdm: (1) tap hop stc manh y té vao hoi nghé nghiép, cu thé 1a Hoi Y hoc Giac
ngu Viét Nam; (2) phat trién doi ngii chuyén sau bénh ly gidc ngu qua cac Iop dao tao; (3) ting
cuong nhan thic cong dong vé OSA qua hoi thao chuyén nganh; (4) xay dung hudéng dan chan
doan, diéu tri OSA; (5) hd tro lap don vi quan ly bénh ly gidc ngu; (6) van dong cap tham quyén,
bao hiém y té, t6 chirc x& hoi tham gia quan Iy OSA.

Giai phép tam vi md gom: (1) &p dung rong rai bo cau hoi tam soat OSA tai tuyén y té ban dau; (2)
khéam tim kiém cac dau hiéu 1am sang goi y OSA; (3) chi dinh xét nghiém giic ngi tai nha chan
doan OSA; (4) chuyén bénh nhan dén tham do da ky giac tai cac phong kham chuyén khoa bénh ly
giac ngu; (5) hoi chan lién chuyén khoa ho hap, tai miii hong, ring ham mat khi can dé chon lya
bién phap xur tri pht hop; (6) cung cap dich vu cham séc thé may CPAP/ BiPAP tai nha hiéu qua,
tin cay, chip nhan duoc.
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CHALLENGES AND SOLUTIONS TO THE DIAGNOSIS AND MANAGEMENT OF
OBSTRUCTIVE SLEEP APNEA IN VIET NAM

Le Khac Bao, MD,. PhD,.

Abstract:

Obstructive Sleep Apnea (OSA) is a burden in public health in Vietnam. Unfortunately, public
awareness on OSA is still low. Healthcare bases in Vietham have not been ready in human,
material, and financial resources to relieve OSA burden. Such OSA burden requires great efforts
from both healthcare system and professionals.

Solutions at macro level include: (1) to gather healthcare strengths in professional society,
speicfically Vietnam Society for Sleep Medicine; (2) to develop staffs specialized in sleep medicin
through training courses; (3) to increase community awareness on OSA through speicalized
conferences; (4) to build guidelines on diagnosis and management of OSA; (5) to support the
establishement of units for management of OSA; (6) to mobilize the healthcare authorities,
healthcare security, social organizations to join in OSA management.

Solutions at micro level include: (1) apply largely OSA screening questions at primary care sites;
(2) examine to detect clinical signs suggestive of OSA; (3) to indicate home sleep tests for OSA
diagnosis; (4) to transfer patients to Sleep Center for polysomnography enregistrement; (5) to
consult different opinions in multidisciplinary meetings composed of lung physician, Ear Nose
Throat physician, and dentists as needed to select the best therapeutic option; (6) to provide
efficient, reliable, and affordable services for CPAP/BIPAP care at home.

Key word: OSA, CPAP, BiPAP, Polysomnography.
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OSA VA BENH CHUYEN HOA: PAI THAO PUONG - BEO PHI
TS.BS. Tran Thé Trung

Tom tit

Béo phi hién dang 1a mot van dé stuc khoe toan cau, dang gia ting tin Xuat ¢ nhiéu noi trén thé gigi.
Hau qua di kém 1a cac rdi loan lién quan ciing dang ting toc, bao gdm bénh dai thao duong tip 2,
chung ngung thé tic nghén khi ngii (OSA) va cac bién cb tim mach. Tinh trang béo phi lam ting d¢
khang insulin, dan dén réi loan chuyén héa glucose va xuat hién dai thao dudng. Bénh nhan dai
thao dudng tip 2 thuong thira cn hoic béo phi. Béo phi ciing 1a mot yéu té nguy co quan trong cua
OSA. O chiéu nguoc lai, OSA gay ra nhitng rdi loan thiéu oxy, kich hoat hé than kinh giao cam,
lam tang sy dé khang insulin, cudi cung lam thac day hoic 1am niang thém bénh dai thao duodng.
Giam can bang bién phéap thay doi 16i sbng, bao gdom tap luyén van dong va ché do an phu hop, la
bién phép nén tang trong kiém soat bénh dai thao dudng ciing nhu OSA. Nhiing chién luoc diéu tri
bénh dai thao dudng va c6 tac dung giam can cd thé gitp 1am giam mirc d6 béo phi va cai thién tinh
trang OSA.

Abstract

Obesity is a global health problem, increasing in frequency in many regions of the world. As a
result, obesity-related disorders are also accelerating, including type 2 diabetes, obstructive sleep
apnea (OSA) and cardiovascular events. Obesity increases insulin resistance, leads to impaired
glucose metabolism, and develops diabetes mellitus. Patients with type 2 diabetes are often
overweight or obese. Obesity is also an important risk factor for OSA. On the other hand, OSA
induces hypoxic episodes, activates the sympathetic nervous system, increases insulin resistance,
ultimately leads to diabetes. Weight loss with lifestyle modification of exercise and diet, is a
cornerstone of diabetic control as well as OSA. Diabetic treatment strategies with weight loss
effects can help reduce obesity severity and improve OSA status.
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NGUNG THO TAC NGHEN KHI NGU (OSA) VA BENH TIM MACH: VAI TRO CUA
TE BAO NQI MAC MACH MAU

GS.TSKH.BS. Duong Quy Sy
Cha tich Héi Y hoc Gidc ngu Viét Nam. Chai tich Lién doan Y hoc Gidc ngi ASEAN

Ngung thd tic nghén khi ngi (OSA) co lién quan dén nhiéu dang bénh tim mach khac nhau bao
gom tang huyét ap, dot quy, suy tim, bénh dong mach vanh va rung nhi. Nguoi bi OSA khong chi
tang nguy co hinh thanh bénh tim mach ma con cé dy hau xau lién quan dén cac bién cb tim mach.
Bang chang cho thay réi loan chirc ning ndi mac mach mau & nguoi bi OSA 1a do rdi loan vé cau
trac va thay doi vé tinh dan hoi cua mach mau, giam kha ning tai tao ciia té bao noi mac va ting
hoat tinh cua mach méu. Nhimg thay doi ndy c6 thé lién quan dén sy giam tinh sinh kha dung cua
oxit nitric, chat c6 tac dung bao vé mach méau nhd vao dic tinh gidin mach, wc ché dinh va két tap
tiéu cau, irc ché két dinh bach ciu - noi mac va tc ché tang sinh té bao co tron mach mau.

Trong OSA, rdi loan chirc ning ndi mac cd thé lién quan dén tinh trang giam oxy cach khoang mén
tinh, mat nga va giac ngu bi phan manh. Tinh trang nay cé thé 1am ting ndng do cua cac chat gay
viém va stress oxyt hoa, cling nhu ting hoat tinh ciia cac chat tién dong mau va huyét khdi. Ngoai
ra, nhitng yéu té nay ciling c6 thé 1am mat can bang chirc nang van mach. Réi loan chirc ning noi
mac gop phan vao sy hinh thanh cua xo vita dong mach va cac rdi loan tim mach lién quan dén
OSA. Tuy nhién, cac bénh khac ciing lién quan dén rdi loan chirc nang noi mac di kém véi OSA,
nhu 14 béo phi, khang insulin va théi quen hat thudc 14.

Do vay van dé duogc dit ra la diéu tri OSA cd thé cai thién chirc nang ndi mac mach méau va do dé
lam giam nguy co tim mach trén 1am sang hay khong. Viéc diéu tri bang tho may ap luc duong lién
tuc (CPAP) c6 thé hoi phuc nhiing thay di lién quan dén réi loan chirc nang noi mac va do dé c6
thé lam giam nguy co mac bénh tim mach & bénh nhan OSA. Mét nghién ciru c6 déi chitng gan day
da ching minh riang cac dan xuit cua oxit nitrit trong huyét thanh dugc phuc hdi va cai thién chirc
nang ndi mac & nhirg ngudi dap ung vai diéu tri OSA bang dung cu chinh hinh ham duéi.

Tir khoa: Ngung thé tic nghén khi ngii, bénh tim mach, réi loan chic ning ndi mac, tho may ap
lyc duong.




n ‘ . HOI NGHI THUONG NIEN
PHIEN TOAN THE 2 - PLENARY SESSION 2 HOI Y HOC GIAC NGU VIET NAM LAN THU HAI
BAI TOM TAT - ABSTRACTS

OBSTRUCTIVE SLEEP APNEA AND CARDIOVASCULAR DISEASE:
THE ROLE OF VASCULAR ENDOTHELIUM

Obstructive sleep apnea (OSA) has been associated with many different forms of cardiovascular
disease (CVD) including hypertension, stroke, heart failure, coronary artery disease, and atrial
fibrillation. Subjects with OSA not only have an increased risk of developing comorbid CVD but
also have worse outcomes related to CVD. There is convincing evidence for endothelial dysfunction
in OSA: OSA is associated with alterations in vascular structures and their elastic properties,
reduced endothelial repair capacity, and vascular reactivity. These alterations may be related to the
reduced availability of nitric oxide, which has major vasoprotective effects including vasodilation,
inhibition of platelet adhesion and aggregation, inhibition of leukocyte-endothelial adhesion and
inhibition of smooth muscle cell proliferation.

In OSA, endothelial dysfunction may be related to chronic intermittent hypoxia and to sleep loss
and fragmentation. These conditions may increase the levels of various markers of inflammation
and oxidative stress, as well as those of increased procoagulant and thrombotic activity. In addition,
they may produce an imbalance of vasomotor function. Endothelial dysfunction contributes to the
development of atherosclerosis and cardiovascular disorders associated with OSA. However, other
diseases that are also associated with endothelial dysfunction are OSA comorbidities, e.g. obesity,
insulin resistance, and smoking habits.

Hence, the question is whether OSA therapy can ameliorate endothelial function and thereby reduce
cardiovascular risk in the clinical setting. The treatment with continuous positive airway pressure
may reverse changes associated with endothelial dysfunction and, therefore, may decrease the risk
of cardiovascular disease in OSA patients. Furthermore, a recent controlled study demonstrated
restored serum nitric oxide derivatives and improved endothelial function in responders to
mandibular repositioning appliance therapy in subjects with OSA.

Keywords: Obstructive sleep apnea, cardiovascular disease, endothelial dysfunction, continuous
positive airway pressure.
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OSA VA CAC CAN THIEP PHAU THUAT TAI MUI HONG
PGS.TS. Tran Phan Chung Thuiy

NGUNG THO TAC NGHEN KHI NGU O BENH NHAN HEN PHE QUAN

PGS.TS.BS. Hoang Th; Lam

Ngirng thé tic nghén khi ngii c6 mdi lién quan hai chiéu chit ch& véi hen phé quan. Bénh nhan hen
c6 ti 1¢ nglmg thd tac nghén khi ngi cao hon so véi cong ddng. Dong thoi nglimg thé tic nghén khi
ngt 1am cho bénh hen ning hon, khé kiém soat hon, dé xuat hién cic con khé thd vé dém ciing nho
dot cdp cua bénh. Mot sb gia thuyét cho riang ngimg thé tic nghén khi ngii & bénh nhan hen 1a do
tang truong luc than kinh pho giao cam trong lac ngimg thd din dén phan xa co thit phé quan do
thiéu oxy va kich umg cac receptor than kinh ctia duong ho hép trén. Thay doi bai tiét cac hormone
huéng than ban dém, ting giai phong cd mediator viém ciing 1a nguyén nhan ngimg thd tic nghén
khi ngt 1am ting ning bénh hen. Ngimg thé tic nghén khi ngi thuong di kém véi céac tinh trang
bénh di kém khac nhu béo phi, trao nguoc da day thuc quan va viém miii. Nhitng bénh nhan dugc
chan doan ngimg thd tic nghén khi ngii véi dp luc dudng ho hdp dwong tinh tiép dién (CPAP)
dudng nhu cai thién cac tridu ching hen t6t hon ciing nhu cai thién chirc nang ho hap tot hon va
tang cao chét lugng cudc séng hon. C6 vé nhu CPAP c6 hiéu qua céi thién ngimg thé tic nghén khi
ngil va kiém soat hen. Chinh vi vay, nhitng bénh nhan hen khong kiém soat hen can phai sang loc
ngimg thd tic nghén khi ngl dé cai thién triéu chimg, nang cao chét lugng cudc sdng cho nguoi
bénh.

Tir khéa: Nging thé tic nghén khi nga, hen phé quan
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OBSTRUCTIVE SLEEP APNEA IN ASTHMA PATIENTS

There is a bidirectional relationship between bronchial asthma and obstructive sleep apnea where
each disorder adversely influences the other one. Patients of asthma seem to have an increased risk
for obstructive sleep apnea than general population. In contrast, obstructive sleep apnea may affect
asthma related outcomes. Obstructive sleep apnea is associated with the poor asthma control, more
nocturnal symptoms, and frequent exacerbations in asthma patients. There is accumulating evidence
to suggest that, the mechanisms that link obstructive sleep apnea with asthma include increased
parasympathetic tone during apnea, hypoxemia-related reflex bronchoconstriction, irritation of
upper airway neural receptors, altered nocturnal neuro-hormonal secretion, increased inflammatory
mediators.  Further, obstructive sleep apnea and asthma are often complicated by shared
comorbidities, example, obesity, gastro-esophageal reflux disorder, and rhinitis. On the other hand,
patients who are diagnosed with OSA and treated with continuous positive airway pressure (CPAP)
appear to have better asthma control in terms of improved asthma symptoms as well as better
morning peak expiratory flow rates and quality of life. It seems that CPAP has beneficial effects on
symptom, asthma control as well as quality of life. So that, patients with poor asthma control need
to be screened for possible obstructive sleep apnea to reduce treatment cost, morbidity, and

improved quality of life in such patients.

Key words: Obstructive sleep apnea, asthma

HIEU QUA THUOC CHONG TRAM CAM TREN MAT NGU NGUYEN PHAT

ThS. Ho Nguyeén Yeén Phi
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TIEP CAN XU TRI MAT NGU TRONG THUC HANH LAM SANG

CHU DPE: TIEP CAN XU TRI BUON NGU NGAY QUA MUC VA NGUNG THO TAC NGHEN KHI NGU
HOQI CHUNG CHAN KHONG YEN TRONG THU'C HANH Y KHOA

BSCKII. Lé Minh

Hoi ching chan khong yén 1a mot ching rdi loan gidc ngu khong phai 1 hiém gip nhung dé bi bo
s6t hay chan doan nham. Chan doan hoi chimg nay trudc hét 13 mot chin doan 1am sang dya trén
tiéu chuan chin doan nam 2012 ciia Nhém Nghién Ctru Qubc Té vé Hoi Chirng Chan Khong Yén
(International Restless Leg Syndrome Study Group), ngoai ra con dya trén cac tham do can lam
sang hd trg nhu dinh luong sat huyet thanh, ferritine huyét thanh, mot s6 xét nghiém tong quat c6
lién quan, dién co ky va da ky giac ngu.

Diéu tri hoi ching chan khong yén bao gdm su phdi hop diéu tri yéu té nguyén nhan cta hoi ching,
ncu ¢, va di€u tri tri¢u chiing chan khong yén theo khuyén cdo quoc t€ hién cé bang phuong thuc
duogc ly tri li¢u phdi hop véi phuong thire diéu tri khon dung thudc.

PHAN BIET AKATHISIA VA RESTLESSNESS TRONG THU'C HANH LAM SANG
TS. Ng6 Tich Linh

AKATHISIA VA RESTLESSNESS KHI SU DUNG THUOC HUONG THAN
TRONG DIEU TRI MAT NGU

ThS. Bui Xuan Mgnh

10
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TIEP CAN XU TRI MAT NGU TRONG THUC HANH LAM SANG
CHU DPE: TIEP CAN XU TRI BUON NGU NGAY QUA MUC VA NGUNG THO TAC NGHEN KHI NGU

TIEP CAN CHAN POAN BUON NGU NGAY QUA MUC

ThS.BS Vii Tran Thién Quan

Bénh nhin budn ngu ban ngdy thudng phan nan vé con budn ngi can tré cac hoat dong ban ngay.
Ngu géat trong khi 141 xe hodc vao nhitng thoi diém dac biét 1a dong luc dé bénh nhan di kham. Cac
chan doan thudng gip cho tinh trang budn nga ban ngdy qua muc 1a: nga khong du giac, nga du
gidc nhung bi gian doan boi bénh 1y, nhu ngung tho, bénh ly than kinh, ngu rii... Hoi thoi quen ngu,
gi0 di ngu va thoi gian thirc giup hudng dén chan doan nguyén nhan gay budn ngi do ngu khong du
gidc. Tiéng ngay to, tho hén hén, cac con ngung thé goi ¥ chan doan hoi chung ngung tho khi ngi
do tic nghén. Tién st giam truong luc co ting dot hoac mat hoan toan truong luc co lién quan dén
cuoi, gian, nghe hoic ké chuyén hudng téi chan doan ngi rii. Cac cau hoi danh gia tim trang gitp
xé4c dinh bénh nhan c6 ri loan gidc ngii lién quan dén tram cam. Nénh nhan c6 phan nan mat ngu
vé dém va budn ngii ban ngay c6 thé nghi dén rdi loan nhip thirc tinh.

EXCESSIVE DAYTIME SLEEPINESS: APPROACH AND DIAGNOSIS
Vu Tran Thien Quan, MD, MSc.

People with daytime sleepiness often complain of sleep disturbance that interferes with daytime
activities. Dozing off while driving or at special times motivates a patient to seek medical attention.
Common diagnoses for excessive daytime sleepiness are: insufficient sleep, sufficient sleep that is
disrupted by medical conditions, such as apnea, neuropathy, narcolepsy Inquiring about sleep
routines and bedtimes and wake times helps guide the diagnosis of the cause of sleep due to
insufficient sleep. Loud snoring, gasping breaths, and episodes of apnea suggest a diagnosis of
obstructive sleep apnea syndrome. History of intermittent or complete loss of muscle tone
associated with laughter, anger, hearing, or storytelling suggests cataplexy and a diagnosis of
narcolepsy. Mood assessment questions help identify patients with depression-related sleep
disorders. Patients with complaints of nocturnal insomnia and daytime sleepiness might affected by
circadian rhythm sleep disorders.
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TIEP CAN PIEU TRI BUON NGU NGAY QUA MUC

TS.BS. Nguyén Nhu Vinh
Bénh vién Y dwoc Tp.HCM
Bai hoc Y duoc Tp.HCM

Buon ngu qua muc vao ban ngay (Excessive Daytime Sleepiness - EDS) 1a mot van dé suc khoé
pho bién can dugc nhan biét va diéu tri vi nd co thé gy ra cac hau qua nghiém trong nhu tai nan
giao thong hay tai nan lao dong. Piéu tri ban dau thuong don gian va co thé duoc giai quyét bai cac
bac si cham séc ban dau va chi mot sd it trudng hop ning mai can chuyén dén béc si chuyén khoa.
Budc dau tién khi tiép can diéu tri 1a phai xac dinh nguyén nhan co ban ctia ching nay dé tir d6 dé
ra cac phuong phap can thiép dya vao nguyén nhan tim dugc. Trudce het la phai dam bao bénh nhan
c6 du thoi gian dé ngu. Cac chién lugc dé c6 gidc ngi trua hay chop mat gitta gio cling mang lai loi
ich trong nhiéu truong hop. Néu bénh nhan bi ngung thé khi nga thi nén dugc tién hanh diéu tri va
c¢6 thé phai dung dén mdy tho ap luc duong tho duong lién tuc (CPAP). Luu y rang nhiéu bénh
nhan thd CPAP van cén ton du budn ngii ngay qua mirc va cac trudng hgp nay can phai luu y dé c6
thém chiéc luge diéu tri triét dé. Hoi chung ting khang luyc dudng thé trén (UARS) ciing ¢6 thé 1a
nguyén nhan gay budn ngii ngay va nén dugc can thigp didu tri phu hop. Cac bién phap géy thirc
tinh nhu dung anh sang (dac biét cho nguoi lam viéc ban dém), uéng ca phé (khong nén uéng sau
budi chiéu vi co the lam 61 loan glac ngii ban dém khién ngay hém sau lai budn ngii hon) ciing dem
lai hidu qua. Mot s6 loai thude gom céc thude thuc day sy tinh tao (nhu modafinil hay armodafinil)
va thuoc kich thich sy tinh tdo (nhu amphetamines/dextroamphetamines va methylphenidate) hién
¢6 sin ¢ nhiéu nudc. Bén canh do, cac thudc gay buon ngu (nhu thudc an than, thudc nga, anti-
histamine...) nén ngung su dung néu khong thyc sy can thiét hogc thay d6i sang thudc khac it gy
budn ngu (nhu anti-histamin thé h¢ moi). Thay d6i thoi diém udng dé tranh giy budn ngii ngay hom
sau nhiéu khi cling c6 hiéu qua trong diéu tri chimg budn ngii ngay nay.
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MANAGEMENT APPROACH FOR EXCESSIVE DAYTIME SLEEPINESS

Nguyen Nhu Vinh MD., PhD.
University Medical Center, HCMC
University of Medicine and Pharmacy at HCMC

Excessive Daytime Sleepiness (EDS) is a common health problem that needs to be identified and
treated as it can cause serious consequences such as traffic or work accidents. Initial treatment is
usually simple and can be addressed by primary care doctors and only a few severe cases require
referral to specialists. The first step in treatment approach is to determine the underlying causes and
then propose corresponding interventions. Treatment options should start by ensuring that adequate
sleep time is obtained. Strategic napping may also help. It is important to recognise that many
CPAP-breathing patients still have residues of EDS and these cases need to be addressed. Upper
airway resistance syndrome (UARS) can also be a cause of EDS and should be treated with
appropriate intervention. Awakening measures such as using bright light (particularly with evening
work), drinking coffee to enhance alertness (should be avoided beyond mid-afternoon because it
can disturb the night's sleep, making the next morning more sleepy) also effective. Some drugs
including wakefulness-promoting agents (such as modafinil or armodafinil) and stimulant
medications (such as amphetamines / dextroamphetamines and methylphenidate) are available in
many countries. In addition, drugs that cause drowsiness (such as sedatives, hypnotics, anti-
histamine ...) should be discontinued if not absolutely necessary or changed to less sedative
alternatives (such as newer generations of anti-histamine). Changing the medication administration
time to avoid causing drowsiness in the next morning is also helpful.
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NGHIEM PHAP PANH GIA KHA NANG DUY TRi
THU'C TINH O BENH NHAN OSA
ThS. Bli Diém Khugé

Tom tit:

Ngung thé khi nga (NTKN) 1a mét rdi loan gidc ngu, trong do co cac giai doan ngung thd hodc
giam tho khi ngu, gay giam oxy méu va lién quan vai cac rdi loan toan than khac nhu budn ngu ban
ngay qua muc, kém tap trung, giam tri nha, rdi loan chuyén hoa, khé kiém soat huyét ap, duong
huyét,... C6 ba loai NTKN: ngung thé tic nghén, ngung thé trung wong, ngung thé hdn hop. Trong
d6, ngung tho tic nghén khi nga (NTTNKN) 1a phd bién nhat, chiém 8,5% dan sb Viét Nam (7-
24% & céac qudc gia khac).

NTTNKN Ia yéu té nguy co quan trong gy giam tap trung va giam hiéu qua cdng viéc, dac biét
lién quan vai tai nan giao théng hoic tai nan lao dong. Nghiém phap tiém thoi gidc ngu (MSLT) va
nghiém phap duy tri thirc tinh (MWT) dugce dung dé danh gia kha nang tinh téo va duy tri thic tinh
& bénh nhan. Mot s6 bang & Hoa Ky sir dung MWT dé danh gi4 xem nhén vién (tai xé, phi cdng) c6
du tinh tao dé 1am viéc hay khdng. Ngoai ra, nghiém phap canh gigi (vigilance test) ciing dwoc ding
dé danh gia kha nang tap trung vao mot cong viéc nhat dinh, lién quan dén duy tri thic tinh va tinh
trang budn ngu ban ngay.

Nhiéu nghién ctu cho thdy muac do budn nga ban ngay, kha ning tap trung va duy tri thac tinh ¢
bénh nhan NTTNKN kém hon ngudi khoe manh. Cac thong sé nay duoc cai thién sau diéu tri
CPAP.
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MAINTENANCE OF WAKEFULNESS TEST (MWT) IN PATIENTS WITH
OBSTRUCTIVE SLEEP APNEA

Abstract:

Sleep apnea is a sleep disorder which has periods of apnea or hypopnea, causing hypoxia, and
associated with other systemic disorders, such as excessive daytime sleepiness, poor concentration,
memory loss, metabolic disorders, uncontrolled blood pressure, blood glucose, ... Obstructive sleep
apnea (OSA) is the most common in 3 types of sleep apnea, accounting for 7-24% of population.
OSA is an important risk factor for decreased concentration and affects work performance,
especially associated with accidents at work or in traffic. The Multiple Sleep Latency Test (MSLT)
and Maintenance of Wakefulness Test (MWT) are used to assess the ability of alertness and
wakefulness of the patients. Some states in the United States use this test to check whether
employees or drivers or pilots are alert enough to work. In addition, the Vigilance Test (VT) is used
to evaluate the ability of a person's vigilance, also related to the ability to maintain awakening and
daytime sleepiness.

Many studies have reported that daytime sleepiness, concentration, and awakening parameters in
OSA patients are reduced compared to healthy individuals and improved after CPAP treatment by
these tests.
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OSA VA BENH HO HAP: VIEM MUI DI UNG - HEN — COPD
TS. L& Khdc Bao
Tom tat
Ngung thd tic nghén khi nga (OSA: Obstructive Sleep Apnea) thudng co cac bénh dong mic hd
hdp 14 Viém miii di tng, Hen, vd COPD. OSA ddng mic c6 thé 1am ning thém Hen va COPD:
nhiéu dot cip hon, sém cd bién chang man tinh hon (ting 4p d6ng mach phdi, tim phé man). Hen
va COPD dong mic c6 thé 1am OSA kho chan doan xac dinh va diéu tri hon. Viém miii di ang c6
thé 1a nguyén nhan hay yéu t6 nguy co OSA. Bénh nay lam ting muc ap luc duong can thiét cho
diéu tri OSA, lam giam tuan thu diéu tri CPAP/BiPAP. Diéu tri OSA dong mac cai thién két cuc
1am sang trong Hen va COPD. Diéu tri viém miii di tng ddng mac cai thién hiéu qua va tuan tha
diéu tri CPAP/BIPAP cho OSA. Nhan dién va diéu tri dong thoi cac bénh ddng mac hd hap: viém
mili di tmg, Hen, COPD trén nguoi bénh OSA, va nguoc lai, nhan dién va diéu tri déng thoi bénh
ddng mic OSA trén nguoi bénh viém mii di tng, Hen, va COPD can dugc dic biét luu ¥ trén thyuc
hanh Iam sang.
* Phd Chu tich Hoi Y hoc Giac ngu Viét Nam; Giam dbc¢ Trung tdm Gido duc Y Hoc - Pai hoc Y
dugc TPHCM; Phé truong khoa hd Hap — BV Nhan Dan Gia Dinh; Bac s§ tham van Phong kham
hd hap Phéi Viét. DT 0908.888.702; Email drbaolekhac@gmail.com
Abstract:
Obstructive Sleep Apnea (OSA) is frequently associated with and respiratory comorbidities:
Allergic Rhinitis, Asthma, and COPD. Comorbid OSA might worsen Asthma and COPD: more
exacerbations, early chronic complications (pulmonary hypertension, cor pulmonale). Comorbid
Asthma and COPD complicate the OSA diagnosis and management. Allergic Rhinitis might be a
cause or risk factor of OSA. The disease increases the positive pressure level needed, decrease
CPAP/BIPAP adherence in OSA management. The management of comorbid OSA improves
clinical outcomes in Asthma and COPD. Whereas, the treament of Allergic Rhinitis alleviates both
effectiveness of and adherence to CPAP/BIPAP therapy for OSA. The simultaneous identification
and management of comorbid respiratory diseases: Allergic Rhinitis, Asthma, and COPD in
patients with OSA, and vice versa, the simultaneous identification and management of cormobid
OSA in patients with Allergic Rhinitis, Asthma, and COPD should be paid special attention in
clinical practice.
Key word: OSA, Asthma, COPD, Allergic Rhinitis, CPAP, BiPAP
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KHAO SAT PUONG HO HAP TREN QUA NOI SOI GAY NGU
O BENH NHAN NGUNG THO DO TAC NGHEN

BS. Lé Th; Hoa Tién
TOM TAT
Muc tiéu: khao st vi tri hep caa duong hd hap trén bang noi soi c6 gay nga (DISE) & bénh nhan
ngung thd do tic nghén (OSA). Pong thoi khao sat méi lién quan giita chi sé khéi co thé (BMI), chi
s6 ngung - giam tha (AHI) va cac két qua khao sét trén DISE
Phwong phap nghién céeu: mo ta hang loat ca c6 can thiép. Chon mau thuan tien.
Thoi gian thuc hién tir 10/2019 dén thang 9/2020 tai bénh vién Tai Miii Hong.Tp. H6 Chi Minh.
30 bénh nhéan duoc chan doan ngung thé do tic nghén mic do trung binh, nang qua da ky giic ngu.
Tat ca bénh nhan duoc khao sat dwong hd hap trén qua noi soi 6ng mém co gay ngu bang
midazolam. Két qua trén DISE duoc danh gia theo phan loai VOTE. Méi lién quan giita cac dic
diém 1am sang, két qua da ky giac ngii va cac hinh anh khao sat trén DISE dugc dua vao phan tich.
Két qua: BMI trung binh 27,94+ 3.84. AHI trung binh 46,16 + 16.92. Ngung thé ning 86%, trung
binh 13,3%. D6 bao hoa oxy méu tdi thiéu trung binh 14 64,67 + 12,48 %. Pa tic nghén 73,3%, don
tdc nghén 26,7% ving hau mii. Hau hét bénh nhan c6 tic nghén tai ving hau mii. Dang phé bién
nhat trén bénh nhan bj da vung tic nghén 1a su phéi hop tic nghén ving hau miii, thanh bén va
thanh thiét. Khong c6 su twong quan giita BMI va AHI. C6 sy lién quan tic nghén hoan toan hau
mili kiéu dong tdm va BMI (p = 0.031); va AHI (p = 0.032)
Két luan: Phan 16n bénh nhan bi tic nghén da ving. Noi soi 6ng mém c6 gay ngu 1a phuong phap
khao sat dong, an toan va rat can thiét trong viéc danh gia nhanh vi tri va mtc d6 tac nghén, dic biét
trén bénh nhan can can nhic phiu thuat.
Tir khéa: Ngung tho do tic nghén, da ky gidc nga, noi soi dng mém co gay ngu.

(*): Bénh vién Tai Miii Hong TP.HCM.
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EVALUATION OF THE UPPER AIRWAY IN PATIENTS
WITH OBSTRUCTIVE SLEEP APNEA USING DRUG-INDUCED SLEEP ENDOSCOPY

ABSTRACT
Obijectives: The aim of this study is to evaluate sites of obstruction of the upper airway in patients
with obstructive sleep apnea (OSA) using drug-induced sleep endoscopy (DISE). We also
investigated possible links between body mass index (BMI), apnea hyponea index (AHI) and these
DISE findings
Methods: This was a case series performed at Ear Nose Throat Hospital of Ho Chi Minh City from
October 2019 to September 2020
Thirty patients with OSA who underwent DISE (using midazolam) were included in the study. All
the patients had been diagnosed with moderate to severe OSA (AHI > 15) after undergoing
polysomnography (PSG). The results of DISE were reported using the VOTE classification. The
correlations between the patients’ features, the PSG results and the DISE findings were analyzed.
Results: The mean BMI was 27.94+ 3.84. The mean AHI was 46.16 £ 16.92. The proportions of
patients with moderate and severe OSA were 13.3% and 86.7%, respectively. The lowest oxygen
saturation was 64,67 + 12,48 %. Multilevel obstruction was observed in 73.3% of patients while
26.7% had unilevel obstruction. Velum collapse was found in all of the patients. The most common
form of multilevel obstruction was the velum along with the oropharyngeal lateral walls and the
epiglottic collapse. No correlation was discovered between BMI and AHI (p = 0.231). There were
significant relationships between the complete concentric velum collapse and BMI (p = 0.031);
between the complete concentric velum collapse and AHI (p = 0.032).
Conclusion: The majority of our patients have multilevel obstruction. DISE is a dynamic, safe,
easy-to-perform and mandatory technique to evaluate the location, pattern and degree of
obstruction; particularly when surgical treatment is being considered.
Key words: obstructive sleep apnea, polysomnography, drug-induced sleep endoscopy.

(*): ENT hospital of HCMC.
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~ TIEP CAN DIEU TRI BUON NGU NGAY QUA MUC THU PHAT SAU OSA: CAC
YEU TO ANH HUONG TUAN THU PIEU TRI AP LUC DUONG

ThS. Nguyén Hizu Hoang
Tom tat:
Budn ngu ngay qua mic xay ra ¢ cac bénh nhan ngung thd luc nga dang tri CPAP vai ty 16 khoang
13% cho cac bénh nhan tuan tha diéu trj tét (sir dung CPAP hon 4 gio mdi dém >70% tong sé ngay
str dung). Ty 18 budn ngu ngay & nhém bénh nhan ngung thé lGc ngu tuén tha diéu tri kém cao hon
nira.
Déi véi nhitng bénh nhan tuan thu CPAP tét nguyén nhan gay budn nga ngay xay ra do:

- Giam oxy mau khdng héi phuc gay ton thuong ndo ¢ nhan luc (locus coeruleus), duong
gitra (median raphe) va ndo trudc (forebrain).

- Hai ching chong lip OHS va OSA, diéu tri OSA bang CPAP chi gitp giam chi s6 AHI va
cai thién cau tric giac ngu nhung chdng lap OHS thi viéc giam oxy méau va ting CO2 mau van con
ton tai.

- Réi loan diéu hoa hé ty chu caa tim do kich thich tu dong hoic “duéi vo”. Nghién ciru caa
Lombardi va cong su cho thay mai lién hé giira budn ngi ngay qua muc va suy giam kha ning diéu
hoa tim ty dong vao ban dém khi so sanh hai nhom bénh nhan rdi loan nhip tha khi ngu, c6 va
khéng budn ngu ngay qua muc.

- C4c van dé lién quan t6i CPAP:

o Thoi gian st dung CPAP 4 tiéng s& kém hon so vai toan bo gidc ngu caa bénh nhan.

o St dung CPAP gian doan do c&c nguyén nhan khac

o Céc van dé lién quan téi CPAP: chon lya may khdng phil hop, cai dat 4p luc khong thich
hop, ho khi qua nhiéu.

o Vé sinh giac ngi kém.

o Cam nhan giac nga kém.

Déi véi nhitng bénh nhan tuan thiu CPAP kém nguyén nhan gay budn ngi ngay qua muc do:

- Thoi gian nga véi CPAP qua it khong du dé cai thién giac ngu.

- Su dung CPAP gian doan do cac nguyén nhan khéc.

- Céc van dé lién quan téi CPAP: chon lya may khong phil hop, cai dat 4p luc khong thich
hop, hé khi qua nhiéu.

- Vé sinh giac ngi kém.

- Cam nhan giic nga kém.

Trong khuén khé bai nay ching t6i tap trung vao cac nguyén nhan xay do viéc st dung CPAP chua
thich hop, khong tuan thi tot, cAc van dé lién quan toi CPAP trong qua trinh diéu tri. Viéc hiéu rd
vé diéu tri CPAP va khac phuc cac van d¢ lién quan t&i CPAP s€ gilp bénh nhan OSA dang diéu tri
CPAP giam budn ngu ngay qua mirc va tang chat luong cudc song.

Tir khoa: Ngung thé tic nghén Iic ngu (OSA); Obesity hypoventilation syndrome (OHS);

Continuous positive airway pressure (CPAP).
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EXCESSIVE DAYTIME SLEEPINESS
RESIDUAL SLEEPINESS IN SLEEP APNEA PATIENTS TREATED BY
CONTINUOUS POSITIVE AIRWAY PRESSURE

Abstract
Excessive daytime sleepiness (EDS) occurred in patients with sleep apnea (Residual excessive
sleepiness - RES) treated by CPAP about 13% for well-adhered patients (CPAP usage more than 4
hours per night> 70% of total usage days). The rate of RES in the group of patients with poor
compliance was even higher.
For patients with good CPAP compliance, the causes of RES occur due to:

- RES has been postulated to be related to irreversible hypoxic brain damage affecting the
locus coeruleus, median raphe and forebrain.

- OHS and OSA overlap syndrome, proper CPAP treatment in OSA patients with OHS may
make the sleep architecture, the arousal index and the apnea/hypopnea index similar to those of
CPAP-treated OSA patients without OHS, but nevertheless, hypercapnia may remain significant.
Therefore, RES could be in part explained by the ineffectiveness of CPAP to reduce hypercapnia in
OHS or OS (overlap syndrome) patients

- RES could be linked to the possible presence of cardiovascular autonomic dysregulations
induced by autonomic or “subcortical” arousals. Autonomic arousals involve brainstem neurons
controlling both sleep/vigilance and cardiovascular regulation. There is an association between
excessive sleepiness during the day and impaired autonomic cardiac modulation at night when
comparing two groups of sleep-disordered breathing patients, with and without excessive daytime
sleepiness

- Issues related to CPAP:

o CPAP usage less than the patient's total sleep time.

o Interrupted using CPAP at night.

o Issues related to CPAP: improper CPAP selection, improper pressure setting, too much air
leakage.

o Poor sleep hygiene.

For patients with poor CPAP compliance the cause of RES is due to:

- CPAP usage less than 4 hours per night.

- Interrupted using CPAP at night.

- Issues related to CPAP: improper CPAP selection, improper pressure setting, too much air
leakage.

- Poor sleep hygiene.

In this topic, we focus on the causes of issues related to CPAP in the treatment process.
Understanding CPAP treatment and solving CPAP’s issues will help OSA patients treated by CPAP
reduce RES and improve quality of life.

Key words: Obstructive sleep apnea (OSA); Obesity hypoventilation syndrome (OHS); Continuous
positive airway pressure (CPAP); Residual excessive sleepiness (RES). Overlap syndrome (OS).
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POT TU TRONG OSA

PGS.TS. Vii Van Giap

CAN THIEP PONG MACH VANH O BENH NHAN OSA

ThS. Nguyén Th; Y Nhi
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CHAN POAN VA PIEU TRI ROI LOAN HO HAP KHI NGU
O TRE MAC LOAN SAN XUONG HIEM GAP

BS. Nguyén Duy Bé

Tom tat

Pit van dé: Rbi loan ho hap khi ngii gap véi ty Ié trong dbi cao ¢ bénh nhan mic loan san xwong,
Muyc tiéu cua nguyén ctru nay nham phan tich dic diém ciing nhu két qua diéu tri caa réi loan hd
hap khi ngu & bénh nhan mac céc loan san xwong hiém gap.

P6i twong va phwong phap: Nghién ctu hoi cau cac bénh nhan véi chan doan loan san
spondyloepiphyseal bam sinh (SEDC), loan san metatropic (MD), loan san spondyloepimetaphyseal
(SEMD), acrodysostosis (ADO), loan san geleophysic (GD), loan san acromicric (AD), va loan san
spondylocostal (SCD) tir thang 4/2014 dén thang 10/2020. Céac bién sé vé 1am sang, da ky ho
hap/giac ngu, phuong phap va két qua diéu tri duoc thu thap va phan tich.

Két qua: 31 bénh nhan dugc dua vao nghién cuu (8 SEDC, 3 MD, 4 SEMD, 1 ADO, 4 GD, 3 AD
va 8 SCD). 16 bénh nhan c6 nging thé tac nghén khi ngia (NTTNKN): 11 bénh nhan (2 SEDC, 1
SEMD, 1 ADO, 1 GD, 2 AD va 4 SCD) ¢c6 NTTNKN nhe, 2 (1 SEMD va 1 GD) c6 NTTNKN
trung binh va 3 (1 SEDC, 1 MD, 1 SEMD) c6 NTTNKN nang. Phau thuat cit Amidan va VA duoc
thuc hién & mot bénh nhan c6 chian doan SCD di kém véi NTTNKN nhe va & 2 bénh nhan khac voi
chan doan ADO va AD. Hai bénh nhan ¢6 NTTNKN trung binh duoc diéu tri bang thdng khi khong
xam nhap (NIV) do di kém véi tinh trang giam oxy mau ban dém. Trong sé 3 bénh nhan cé
NTTNKN ning, 1 bénh nhan (SEDC) duoc phau thuat cat Amidan va VA, 1 bénh nhan (MD) duoc
phiu thuat cit VA va xoan mili két hop voi thd ap luc duong lién tuc (CPAP) va 1 bénh nhan
(SEMD) dugc diéu tri NIV do di kém véi tinh trang giam thong khi ban dém.

Conclusion: NTTNKN va/hoic giam théng khi phé nang hay gap ¢ bénh nhan mic loan san xuong,
do d6 viéc tam soat cac réi loan hd hap khi nga ¢ bénh nhan mic loan san xwong 1a can thiét.
CPAP, NIV la phuong phap diéu tri hiéu qua cho NTTNKN di kém véi giam thong khi phé
nang/giam oxy mau ban dém.

Tur khéa: gidc ng, rdi loan hd hap khi nga, ngirng thé tic nghén khi ngi, da ky ho hip, giam thong
khi phé nang, loan san xuong.
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SLEEP DISORDERED BREATHING AND ITS MANAGEMENT
IN CHILDREN WITH RARE SKELETAL DYSPLASIAS

Abstract

Introduction: Sleep-disordered breathing (SDB) is common in patients with skeletal dysplasias.
The aim of our study was to analyze SDB and respiratory management in children with rare skeletal
dysplasias.

Material and methods: We performed a retrospective analysis of patients with spondyloepiphyseal
dysplasia congenita (SEDC), metatropic dysplasia (MD), spondyloepimetaphyseal dysplasia
(SEMD), acrodysostosis (ADO), geleophysic dysplasia (GD), acromicric dysplasia (AD), and
spondylocostal dysplasia (SCD) between April 2014 and October 2020. Polygraphic data, clinical
management, and patients’ outcome were analyzed.

Results: Thirty-one patients were included (8 SEDC, 3 MD, 4 SEMD, 1 ADO, 4 GD, 3 AD, and 8
SCD). Sixteen patients had obstructive sleep apnea (OSA): 11 patients (2 with SEDC, 1 with
SEMD, 1 with ADO, 1 with GD, 2 with AD, and 4 with SCD) had mild OSA, 2 (1 SEMD and 1
GD) had moderate OSA, and 3 (1 SEDC, 1 MD, 1 SEMD) had severe OSA. Adenotonsillectomy
was performed in 1 patient with SCD and mild OSA, and at a later age in 2 other patients with ADO
and AD. The 2 patients with moderate OSA were treated with noninvasive ventilation (NIV)
because of nocturnal hypoxemia. The 3 patients with severe OSA were treated with
adenotonsillectomy (1 SEDC), adenoturbinectomy and continuous positive airway pressure (CPAP;
1 MD), and with NIV (1 SEMD) because of nocturnal hypoventilation.

Conclusion: OSA and/or alveolar hypoventilation is common in patients with skeletal dysplasias,
underlining the importance of systematic screening for SDB. CPAP and NIV are effective
treatments for OSA and nocturnal hypoventilation/hypoxemia.

Keywords: sleep, sleep disordered breathing, obstructive sleep apnea, polygraphy, alveolar
hypoventilation, skeletal dysplasia.
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DUNG CU MIENG TRONG XU TRi OSA
BS. Nguyén Hiéu Hanh

Ngung thd khi ngi ¢6 nguyén nhan tir nhitng bat thuong cua duong hd hap trén thé hién ¢ ving
miéng nhu 1i ham dudi, xwong méng & Vi tri thap, trut ludi, ludi I6n, man hau day va thang ding
va théi quen thé miéng.
Trong phuong dién ring ham mit, diéu tri ngung thé khi ngu c6 nhidu phuong phap tiy thudc
nguyén nhan gay bénh, mirc d6 tram trong cua bénh va tudi ctia bénh nhan.

Trong bai bdo c4o nay chlng toi trinh bay tong quan vé cac phuong phéap diéu tri trong ring
ham mat. Trong d6 ching t6i dé cap sau hon vé khi cu dwa ham dudi ra trude 1a phuong phéap diéu
tri phd bién va hiru hiéu cho bénh nhan nguoi 1on.

ORAL APPLIANCE IN OSA TREATMENT

Some of OSA etiologies are abnormalities of upper airway anatomy manifested in oral region such
as mandibular retrognathism, low position of hyoid bone, tongue pushed backward (genioglossus
muscle activity) , macroglossia, thick and perpendicular soft palate and mouth breath.

In dentology, OSA treatment is depend on etiolology, severity of disease and patient’s age.

In this lecture we present an overview of OSA treatment in dentology and detail in MAD
(mandibular advancement device) which is the most effective and popular treatment for adult
patient.
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PHAU THUAT TAO HINH HAU HONG TRONG PIEU TRI OSA
PGS. TS. Tran Phan Chung Thuy

PHAU THUAT PHAN MEM TRONG XU TRi OSA
TS. Nguyén Th; Thanh Thay

Tom tat
Muc tiéu nghién ciru: Panh gia két qua phau thuat phan mém trong xir tri ngung thé khi ngu
Phuwong phap nghién citu: Nghién ciu hoi ciu, tién ciu mo ta hang loat ca.
Két qua: Tir 9/2016 dén thang 3/2020) c6 155 truong hop ngung thd khi nga voi AHI>20 dugc
phau thuat tai BV TMH TP.HCM. Tudi trung binh 1a 48 + 4,5, nho nhat 25 tudi, 16n nhét 69 tudi.
Nam chiém 95% truong hop. 78% bénh nhan trong khoang 30-50 tudi. Noi soi tai miii hong 6ng
mém ldc thic va khi nga véi Midazolam dugc thuc hién trén bénh nhan trude phiu thuat dé tim vi
tri hep. Sa khau cai mém chiém 92% truong hop, c¢d thé di kém amidan quéa phat va qua phat day
ludi. 83% bénh nhan ngay do 3 tro 1én va 80% bénh nhan cd can nang trén binh thuong. AHI trung
binh truéc phau thuat 12 30,5 + 2,4. Bénh nhan dugc phau thuat chinh hinh hong man hau bang dao
Plasma. Thoi gian phau thuat tir 30-60 phut, ti 16 bién ching chay mau sau mé 1a 3,6%, khéng co
bién chung tic nghén duong thg. 76,7% hét dau hoan toan sau phau thuat 3 tuan. 92.3% hét nudt
vuéng sau phau thuat 3 thang. 100% hét sic sau 3 tuan. 100% cd AHI <15 sau phau thuat 6 thang.
Két luan: Phau thuat phan mém ving hau hong bang dao Plasma trong diéu tri ngung thé khi nga
la mot phau thuat hiéu qua, an toan néu lya chon dung bénh nhan, 1am cac xét nghiém truge mo day
du va theo ddi sau mo dung cach.
Tir khoa: ngung tho khi nga, phau thuat bang Plasma.

(*) Bénh vién Tai Miii Hong TPHCM
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SOFT TISSUE SURGERY IN THE OSA TREATMENT
Nguyen Thi Thanh Thuy(*), Tran Phan Chung Thuy(*).

Abstract
Objective: To assess the outcome of soft tissue surgery in the management of OSA.
Method: Retrospective and prospective studies describing a series of cases.
Results: 155 OSA cases with AHI>20 were operated from September 2016 to March 2020 in ENT
hospital of HCM city. The mean age was 48 + 4,5, the youngest was 25 years old and the oldest was
69 years old. We had 95% of male. 78% of patients were between 30 and 50 years old. Flexible,
waking and sleeping endoscopy with Midazolam was performed on preoperative patients to find
narrow positions. Soft palatal prolapse accounted for 92% of cases, and may be accompanied by
hypertrophic tonsils and tongue. 83% of patients had >3 snore degree and 80% of patients were
above normal weight. The average pre-operative AHI was 30,5+2,4. Patients had UPPP surgery
with Plasma knife. Time of one surgery was about from 30 to 60 mins. We had the rate of 3,6% for
postoperative bleeding complications and no complications of airway obstruction. 76,7% of pain
symptoms completely resolved after 3 weeks of surgery. 92,3% of cases stopped swallowing
problems 3 months after surgery. 100% choke out after 3 weeks. 100% of cases had AHI<15 six
months after surgery.
Conclusion: The soft tissue surgery of the oropharyngeal with Plasma knife in the treatment of
OSA is an effective and safe surgery if the right patient is selected, has adequate preoperative tests
and proper postoperative follow-up.
Keywords:. Obstructive sleep apnea (OSA), surgery by Plasma.

(*) ENT Hospital of HCM City
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NGHIEN CUU LAM MANG KEO XUONG HAM
DUOI PIEU TRI BENH NHAN NGUNG THO KHI NGU
BS. Nguyén Hoang Hdi

Tom tat

Ngua ngay va con ngirng thé, giam thd trong gidc ngu do tic nghén 1a mét bénh 1y thuong gip, nd
chiém tir 2% - 4% dan s6, nam gap nhiéu hon nit. O Viét Nam hién chua c6 cong trinh nghién ctu
vé dich t& cua bénh nay. Bénh c6 nhiéu phwong phap diéu tri. Viéc lya chon diéu tri bénh bing deo
dung cu miéng 1a xu hudng dugc lya chon hién nay trén thé giai.

Dya trén phan tich nhitng mau mang kéo xwong ham dudi (MKXHD) thé hé méi nhat, ching toi da
nghién ctru san xuit MKXHD loai hai khdi, co ché 14 kéo xuwong ham duéi ra trude dé diéu tri bénh
nhan bi ngu ngay va con nging thd trong gidc ngu. MKXHD dé dugc 1am cho 18 ngudi. 16 ngudi
dung nap véi deo mang ring trong 1 dén 2 ngay dau. Chi s6 con ngirng tho, giam thd AHI giam,
bénh nhan cam giac dé chiu.
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_ TAN SUAT NGUNG THO TAC NGHEN KHI NGU
TREN BENH NHAN BENH PHOI TAC NGHEN MAN TiNH

Hoang Minh?, L& Khdc Bao*?
1 B6 mon Ngi Télzg quat, Dai hoc Y Duroc Thanh phé Hé Chi Minh
2 Khoa Hé Hdp, bénh vién Nhdn Ddn Gia Binh

TOM TAT

Pit van dé: Bénh ph01 tac nghén man tinh va ngung thd tic nghén khi ngu 1a hai bénh 1y ho hap
phd bién. Bénh phoi tic nghén man tinh c6 doéng mac ngung thé tic nghén khi ngd 1am ting nguy
co tim mach, tang dot cap nhép vién thuong xuyén va tang nguy co to vong. Tai Viét Nam, cac
nghién ctru vé tan suit ngung thd tic nghén man tinh trén bénh nhan bénh phdi tic nghén man tinh
con it va nhiéu han ché.

Muc tiéu: Khio sat tan sut va xac dinh yéu t6 tién doan ngung thé tic nghén khi ngi trén bénh
nhan bénh phéi tic ngh&n man tinh.

Doi twgng va phwong phip nghién ciru: Nghién ciru cit ngang mo ta trén bénh nhan bénh phoi
téc ngh&n man tinh tai bénh vién Nhan Dan Gia Dinh.

Két qua: 101 bénh nhan bénh phdi tic nghén man tinh tham gia nghién ciru (98% nam, tudi 67,2 +
7,7, BMI 21,2 + 3,7 kg/m?, 78,2% nhém B va nhém D, FEV1 sau nghiém phap din phé quan 1a 50,3
+16,6% dy doan) duoc do da ky ho hap v6i 5 kénh theo ddi. 30 bénh nhan (29,7%) bénh phoi tac
nghén man tinh dong mac ngung thd tic nghén khi nga (AHI > 15 1an/gio) ¢ giam oxy mau vé
dém (Tgo > nhiéu hon va SpOz thap nhat nho hon so véi bénh nhan bénh phdi tic nghén man tinh
don thuan. Theo mo6 hinh hoi quy logistic da bién, phan d6 Mallampati lién quan c6 y nghia thdng
ké v&i nguy co mic ngung thd tic nghén khi ngii sau khi hiéu chinh véi cac yéu té khac véi OR =
2,29.

Két luin: Tan suat ngung thd tic nghén khi ngl trén bénh nhan bénh phdi tic nghén man tinh 1a
29,7%. Déanh gia mirc d6 hep ving hau hong theo thang diém Mallapati duoc xem 14 yéu t6 tién
doan ngung thé tic nghén khi ngu trén bénh nhan bénh phoi tac ngh&n man tinh, trong d6 thay doi 1
diém Mallampati lién quan dén thay ddi nguy co mac ngung thé tac nghén khi ngu 2,29 lan.

Tir khéa: Ngung tho tac nghén khi ngu, bénh phdi tic nghén man tinh, tin suét, da ky ho hap, bénh
ddng mic.
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PREVALENCE OF OBSTRUCTIVE SLEEP APNEA
IN PATIENTS WITH CHRONIC OBSTRUCTIVE PULMONARY DISEASE
Hoang Minh?, Le Khac Bao'?
! University of Medicine and Pharmacy at Ho Chi Minh City
2 Respiratory Unit, Nhan Dan Gia Dinh Hospital, Viet Nam
ABSTRACT
Background: Chronic obstructive pulmonary disease and obstructive sleep apnea are two common
respiratory diseases. Chronic obstructive pulmonary disease patients comorbid with obstructive
sleep apnea is associated with increased risk of cardiovascular, more frequent chronic obstructive
pulmonary disease exacerbations and more mortality. There have been just a few studies on
obstructive sleep apnea among patients with chronic obstructive pulmonary disease in Vietnam.
Aim: to determine the prevalence and evaluate the possible predictors of obstructive sleep apnea in
patient with chronic obstructive pulmonary disease disease.
Materials and Methods: Cross — sectional study in patients with chronic obstructive pulmonary
disease at the People's Hospital of Gia Dinh.
Results: 101 patients with chronic obstructive pulmonary disease were enrolled, (98% male, age
67.2 + 7.7; BMI 21.2 + 3.7 kg/m?, 78.2% in group B and group D, predicted post-bronchodilator
FEV1 50.3 + 16.6%), who underwent a ventilatory polygraph with 5 channels. 30 patients (29.7%)
chronic obstructive pulmonary disease comorbid with obstructive sleep apnea (AHI > 15
events/hour), had been shown to have greater nocturnal oxygen saturation (Tgo > 90%) and SpO-
lowest smaller than patients with only chronic obstructive pulmonary disease. In multivariate
logistic regression model, Mallampati was statistically associated with risk of obstructive sleep
apnea in patients with chronic obstructive pulmonary disease when adjustment for other factors, OR
=2,29.
Conclusions: Prevalence of obstructive sleep apnea in patient with chronic obstructive pulmonary
disease was 29.7%. Mallapati score assessment of the degree of oropharyngeal obstructive seem to
be predictor of obstructive sleep apnea in patients with chronic obstructive pulmonary disease,
which 1 point change of Mallampati score was associated with a 2.29-fold change in the risk of
obstructive sleep apnea
Keywords: Obstructive sleep apnea (OSA), chronic obstructive pulmonary disease (COPD),

prevalence, ventilatory polygraph, cormobidity.
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HOQI CHUNG CHONG LAP (OVS) GIUA NGUNG THO TAC NGHEN KHI
NGU (OSA) VA BENH PHOI TAC NGHEN MAN TiNH (COPD)

Nguyén Th; Y Nhit, Lé Vin Bang', Dwong Quy Sy*®

L Trirong Pai Hoc Y Duroc Hué

2 Trwong Cao dang Y té Lam Pong. Pa Lat, Viét Nam

® Trwong Cao dang Y té Bang Penn. Hoa Ky

TOM TAT

Gi6i thiéu. Thuat ngit "hoi ching chdng l14p" duoc sir dung dé chi su ton tai dong thoi cia OSA va
bat ky bénh ho hip man tinh nao nhu xo phdi v6 cin hodc xo nang, nhung viéc str dung thuat ngir
nay thuong chi gidi han & mdi quan hé giita OSA va COPD. Ty 1é OVS dao dong tir 2,9% dén
65,9% & bénh nhan COPD va ty 1€ OSA ¢ bénh nhan COPD cao hon & nhom khong COPD (23% so
v6i 10%). C6 mot mdi trong quan dang ké gitra AHI va ngay khi ngu, tiéu dém va diém Epworth.
Bénh nhan OVS bi gidm d6 bao hoa oxy mau ban dém so v4i bénh nhan COPD khong c6 OSA
hodc OSA don thuin. Nguy co suy hd hép ting 1én khi CO2 cao va ting 4p dong mach phdi mic du
tac nghén phé quan ¢ murc d6 nhe hodc trung binh.

Quan sat. Cac bang chting khach quan vé gidc ngu bi xdo tron ¢ bénh nhan COPD da dugc ching
minh qua cac nghlen ctru trén dién ndo d6: giam hiéu qua giac ngi, kho khoi phat gidc ngu, tong
thoi gian ngu giam, thoi gian thire giic thuong xuyén, kéo dai. Bénh nhan mac hoi ching chong lap,
khi so sanh v61 bénh nhan chi mic bénh ho hap tic nghén, c6 diém Epworth cao hon, téng thoi gian
ngt va hiéu qua giac ngu thap hon. Khong c6 su khac biét dang ké vé réi loan gidc ngu & cac doi
tuong c6 mirc FEV1 cao nhat va thip nhat. Bénh nhan OVS c6 nguy co phat trién ting ap dong
mach phdi mic du tic nghén khong qua nghiém trong. Tudi, gidi tinh, BMI va sy hién dién cua cac
bénh dong méc nhu ting huyét 4p c6 thé vuot troi hon cac triéu chimg truyén thong ciia OSA.

Két luan. Sy ton tai chung ciia COPD va OSA (hdi chimg chong 1ap-OVS) 1a tinh trang pho bién
v6i sb luong bénh nhéan cao. Cac dau hiéu lam sang nhu ngay, thirc day nhiéu 1an ban dém va budn
ngl ban ngay (duoc dénh gia boi Diém Epworth) va PSG 1a nhiing dau hidu can thiét va rat hitu ich
dé phat hién OSA & bénh nhan COPD.

Tir khoa: Hoi ching chong 1ip (OVS); Ngung thd khi ngii do tic nghén (OSA); COPD; Chi s
ngung thé - giam thd (AHI)
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OVERLAP SYNDROME OBSTRUCTIVE SLEEP APNEA (OSA) AND CHRONIC
OBSTRUCTIVE PULMONARY DISEASE (COPD)
N. Nguyen-Thi-Y+, B. Le Van:, S. Duong-Quy-s
+2 Hue University of Medicine. Hue, Vietnam
2 Lam Dong Medical College. Dalat, Vietnam
s Penn State Medical College. USA

Introduction. The term “overlap syndrome” is used to indicate the coexistence of OSA and any
chronic respiratory diseases such as idiopathic pulmonary fibrosis or cystic fibrosis, but the use of
this term is usually limited to the relationship between OSA and COPD. The incidence of OVS
ranged from 2.9% to 65.9% in patients with COPD and the prevalence of OSA in COPD patients is
higher than in non-COPD group (23% versus 10%). There was a significant correlation between
AHI and snoring during sleep, nocturia and Epworth score. OVS patients had a decrease in blood
oxygen saturation at night compared to COPD patients without OSA or OSA alone. The risk of
respiratory failure increase with higher CO2 and pulmonary hypertension although the bronchial
obstruction is mild or moderate level.

Observation. The objective evidence of disturbed sleep in COPD patients have been proven by
studies on EEG: reduced sleep effectiveness, onset for difficult sleep, the total sleep time is reduced,
the period of awakening is frequent and prolonged. Patients with overlapping syndrome, when
compared with patients with obstructive respiratory disease only, had a higher Epworth score, lower
total sleep time, and sleep efficiency. There were no significant differences in sleep disturbances in
subjects with the highest and lowest FEV1 levels. OVS patients are at risk of developing pulmonary
hypertension although the obstruction is not so serious. Age, gender, BMI and the presence of co-
morbidities such as hypertension may be superior beside the traditional symptoms of OSA.
Conclusion. The coexistence of COPD and OSA (overlap syndrome-OVS) is common condition
with high number of patients. The clinical signs such as snoring, nocturia and daytime sleepiness
(assessed by the Epworth score) and PSG are required signs and very useful to detect OSA in
COPD patients

Keywords: Overlap syndrom (OVS); Obstructive sleep apnea (OSA); COPD; Apnea - hypopnea
index (AHI).
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NGHIEN CUU VE MOI TUONG QUAN CHI SO NGUNG THO - GIAM THO (AHI) PO
BANG MAY PA Ki HO HAP VA PA Ki GIAC NGU
PONG THOI THEO THOI GIAN THUC

Quéch Thiéu Minh®, Tran Th; Bich Ty%, L& Gia Quéc Bao?, Lé Tran Bao Ngoc?,
Nguyén Pirc Duy?, Tran Hiép Nguyén®, Nguyén Th; Thao?, Nguyén Tudn Anh?3,
Téang Thi Thao Tram?3, Nguyén Van T6i%%, Duong Quy Si*®

1: Khoa Y, Dai hoc Y Duoc Tp HCM

2: Pon vi Nghién citu Lam sang Truong CPYT Lam Pong

3: Héi Y hoc Gidc ngu Viét Nam

TOM TAT:

Téng quan: Hoi chimg ngung thd tic nghén khi ngi (OSA) 1a mot rdi loan rat phd bién va co thé
dan dén nhiéu hau qua nghiém trong, tuy nhién, c6 rat nhiéu bénh nhan mac hoi ching nay chua
duoc chan doan. Méc du do da ki gidc ngu (PSG) chinh la tiéu chuan vang dé chan doan hoi ching
ngung thé tac nghén khi ngi, xét nghiém nay van ton tai nhicu han ché nhat dinh lién quan dén thiét
bi va chi phi do ¢ cac nudc dang phat trién. Chinh vi vdy, muc tiéu ma nghién ctru ching t6i hudéng
dén chinh 1a 1am 13 vai tro ciia da ky ho hap (PG) so véi da ki gidc ngi (PSG) va danh gia tinh
chinh xac cta chi s6 ngung thd - giam thd (AHI) cua da ki ho hap.

Muc dich: Myc tiéu ctia nghién ctru 1a danh gia tinh chinh xac cua thiét bi da ki ho hap (Philips
Alice NightOne) bang cach méc cung lac voi da ki gide ngu tai don vi do da ky giac ngu (Philips
Alice PDx).

Phuong phap: C6 tong cong 11 nguoi tinh nguyén tham gia nghién ciru trén 18 tudi, nhitng nguoi
nay chua bao gio lam da ki hé hip hay da ki gidc nga hay duoc diéu tri hoi ching ngung tho tac
nghén khi ng trude d6: nhitng nguoi tham gia s& duoc trai qua 1 dém ngi duge mic ca 2 thiét bi da
ki gidc ngii va da ki ho hép cing 1 luc va dugc ghi nhéan lai tai phong da ky. Tét ca cac so liéu
nghién ctru duge phén tich va bao cao bang phan mém Sleepware G3.

Két qua: Vé chi s6 AHI, AHI trung binh tinh bdi PG khac biét so véi két qua do bang PSG 14 2.3
lan/gio tir PSG. V6i phén tich Bland-Altman, chénh léch trung binh giita hai phuwong phap khi do
AHI v6i PG khong c6 cam bién mili 1a 3.61 (p=0.02), v&i gii han dong thun 1a -3.9, 11.12. Chi sb
ngung tho trung tim (CAI) gan nhu twong dong & ca hai thiét bi, v6i chénh 1éch két qua trung binh
12 0.07, giéi han ddng thuan 13 -0.5, 0.63. O cic chi sé ngung thé tic nghén (OAI), SpO2, ca hai
thiét bi déu cho su déng thuan cao

Két luan: Déi voi dan sé nghi ngd OSA thi da ki ho hap néu khéng dung cam bién miii thi cho két
qua AHI thudng cao hon so v6i da ki gidc ngu tai phong do néu chi ding cam bién chuyén dong
nguc bung va SpO2. Do vay phai dung PG ¢ cam bién &p lrc dong ¢ miii dé danh gia mirc d6 ning
ciia OSA. Tuy nhién, can thuc hién thém nhiéu nghién ctu khéc véi day du cac kénh cua may va
trén dan sé mo rong hon dé xac dinh lai tinh chinh xac da ki ho hip so véi may do da ky gidc ngi.

Tir khéa: Hoi ching ngung tho tac nghén khi nga, da ki ho hép, da ki gidc ngu, chi s ngung thé
giam thd, Alice NightOne, Alice PDx.
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STUDY THE CORRELATION BETWEEN APNEA-HYPOPNIA INDEX MEASURED BY
RESPIRATORY POLYGRAPHY VS POLYSOMNOGRAPHY
SIMULTANEOUSLY IN REAL-TIME SUBJECTS

ABSTRACT

Background: Obstructive sleep apnea (OSA) is a very common disorder and can lead to many
severe consequences; however, the majority of patients remain undiagnosed. Although
polysomnography (PSG) remains the gold standard of diagnosis, using it is usualy uncomfortable
for patients and costly in developing countries. Therefore, this study objective was to validate if
respiratory polygraphy (PG) (Alice NightOne) could be a reliable method of detecting OSA in
comparision to polysomnography (Alice PDX) in the sleep laboratory.

Purpose: The aim of the study is to assess the accuracy of AHI measured by PG (Philips Alice
NightOne) to that simultaneously recorded in-lab polysomnography (Philips Alice PDx)

Methods: A total of 11 volunteer participants over 18 years old who have never undergone
respiratory polygraphy, polysomnography or prior OSA treatment. They underwent one night with
simultaneous PSG and PG recording in sleep laboratory. Studied parameters were analyzed and
reported by Philips Sleepware G3 software.

Results: In terms of AHI, the mean AHI measured by PG was of 2.373 unit differently when
compared to AHI measured by PSG. Bland-Altman analysis of AHI on PSG versus PG showed a
mean difference of 3.61 ; limits of agreement (equal to £ 2 standard deviations) was -3.9 to 11.12
events/h. CAIl was similar on two devices, with a mean difference of 0.07; limits of agreement
(equal to + 2 standard deviations) was -0.5 to 0.63 events/h. Similar results was given regarding
OAI and SpO2.

Conclusions: In a population with a suspicion of OSA, the PG without nasal sensor showed a
unagreement with a simultaneous PSG in the sleep lab. Therefore, PG withou nasal flow sensor
should be used to measure the severity of OSA. Further studies with sufficient sensors in the
expanded populations of OSA are needed.

Keywords:  Obstructive sleep apnea, Polygraphy, Polssysomnography, Apnea-hypopnea index,
Alice NightOne, Alice PDx
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STUDYING NOCTURNAL BLOOD PRESSURE PATTERNS AND LEVELS AND
OBSTRUCTIVE SLEEP APNEA: CLINICAL IMPLICATIONS AND TECHNICAL
SOLUTION

Nguyen Thi Hong Lien!?, Pham Thi Khuyen2, Bui Thi Bich Hue?, Tran Thi Thu Hang?, Vu Thi
Minh Thu?®, Nguyen Van Khai3, Pham Van Linh*?

!pathophysiology-Clinical Immunology Dept, Haiphong University of Medicine and Pharmacy
2Cardiovascular Medicine & Pulmonology,Haiphong University Hospital

3Specialized Physician & Senior Manager, Haiphong University Hospital

“Senior Nursing and Social Work Officer, Viet-Tiep Friendship Hospital

ABSTRACT

Background: Beside specific consequences, obstructive sleep apnea (OSA) has been described as a
novel and major risk factor of high blood pressure (BP), cardiovascular complications and organ
damage. Ambulatory blood pressure monitoring (ABPM) is now considered as part of standard of
care in management of hypertension. The study aims to initially describe possible association
between BP levels and patterns, especially nighttime BP, and OSA.

Methodology: The study was conducted on both inpatient and outpatient subjects who have clear or
dim notion of fluctuating clinical or self-measured home BP. Cardiorespiratory polygraphy
indicated, when appropriate, led to the identification of two subgroups (with or without OSA). The
24-hour ABPM was then indicated to perform on subjects of both subgroups. Both exploratory
techniques are non-invasive and have their own indication in clinical contexts.

Results: In two subgroup of 12 and 19 patients with or without OSA respectively, ABPM reported
initially a higher proportion of isolated nocturnal hypertension, non-dipper nocturnal BP patterns or
nighttime BP surges in subgroup of patients with OSA compared that recorded in non-OSA control
subgroup.

Conclusion: Initial study results suggest the patterns of nocturnal BP in patients with- and without
OSA. Nocturnal BP level and pattern, which could only be achieved for now by ABPM holter
systems, appear to have increasing importance and link to OSA. Clinical implications issue of high
nocturnal BP may set needs for technical works of combination that enables simultanous analyses
of both patient's nocturnal BP and sleeping state.

Keywords: Nocturnal BP, non-dipping BP, OSA
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TYPE I-11 VS 111-1V IN DIAGNOSIS OF OSA

ThS. Vii Tran Thién Quan
Pa ky giac ngu type 1-11 so véi type 111-1V trong chan doan OSA
Pa ky gidc ngi (PSG) la tiéu chuan vang dé chan doan cac rdi loan gidc nga va rdi loan giac nga
lien quan hd hap. PGS type 1 ghi nhan PSG (7 > kénh: EEG, EOG, EMG cam, ECG, tan sé tim,
SpO2, luu lwong thé miii miéng) thyc hién tai sleep lab. PSG type 2 ¢6 s6 lugng kénh tuong tu type
1 (7 > kénh) nhung khong thuc hién tai sleep lab. PSG type 3: 4-7 kénh gom luu lugng thd miii
miéng, SpO2, ECG. PSG type 4 c¢6 dudi 3 kénh, thuong c6 kénh do Iuu luwong thd mii miéng,
Sp02. Sir dung PSG type I-IV dé chin doan OSA & nhiing bénh nhén truong thanh khéng bién
ching ma c6 triéu ching goi Y nguy co trung binh — cao miac OSA. PSG type I dé chan doan OSA &
nhitng bénh nhan c6 bénh tim mach, nhuoc co hd hap do tinh trang than kinh co, giam théng khi
khi thic hodc nghi ngd giam thong khi lién quan dén giac nga, giam thong khi do sir dung opioid
kéo dai, tién sir dot quy hodc mét ngu tram trong.

Type I-11 vs 111-1V in diagnosis of OSA

Polysomnography (PSG) is the gold standard for diagnosing sleep disorders and respiratory-related
sleep disturbances. PGS type 1 records (7 > channels) EEG, EOG, chin EMG, ECG, heart rate,
SpO2, nasopharyngeal flow rate and is performed at sleep lab. PSG type 2 has the same number of
channels as type 1 (7 > channels) but not implemented at the sleep lab. PSG type 3 has 4—7 channels
including nasal and oral flow, SpO2, ECG. PSG type 4 has less than 3 channels, usually nasal and
oral flow measurement channel, SpO2. Use of PSG type I-IV for the diagnosis of OSA in
uncomplicated adult patients whose symptoms suggest a moderate - high risk of OSA. PSG type |
for the diagnosis of OSA in patients with cardiovascular disease, respiratory muscle weakness due
to neuromuscular condition, hypoventilation during wake or suspected sleep-related
hypoventilation, hypoventilation due to use prolonged opioids, a history of stroke, or severe
insomnia.
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eNO AND NOx IN SEVERE OSA
Dang Thi Mai Khue!, Duong Quy Sy?

1. Bénh vién Cho Rdy

2. Trueong cao dang y té Lam Pong, Chii tich VSSM
TOM TAT
Pit van dé: Ngung tho tic nghén khi nga (OSA) hién nay dugc biét dén 1a yéu té nguy co doc 1ap
cua bénh ly tim mach, dic biét 1a ting huyét 4p. Bén canh d6 OSA con duoc biét dén nhu yéu t6
nguy co cua tai nan giao théng, tai nan nghé nghiép va ting ganh ning kinh té xa hoi. OSA ning
lam ting nguy co tir vong do bénh tim mach va giam ty Ié séng con néu khong diéu tri thich hop.
Nhiéu gia thiét cho ring Nito monoxit (NO) tham gia vao chu trinh stress oxy hoa va rdi loan chirc
nang ndi mach trong co ché sinh ly bénh ciia OSA. Stress oxy hoa 12 nguyén nhén gay ting cac gbc
oxy hoa ty do tir d6 gay rdi loan chirc ning ndi mach va cac bénh Iy tim mach vé lau vé dai. Trén
thé gigi c6 nhiéu nghién ciru bénh chimng nho 1é da dwoc thuc hién vé dé tai nay va tai Viét Nam
chwa ¢6 nghién ciru ndo dugc thyc hién Nghién ciu nham tim hiéu tuong quan cia OSA va NO trén
bénh nhan OSA tai Viét Nam.
Phuwong phap nghién ciru: Nghién ciu cit ngang mé ta co phan tich trén 123 bénh nhan OSA tai
khoa hé hap Bénh vién Cho Ray tir 1/1/2017 dén 31/12/2019.
Két qua: Khong c6 twong quan giita FENO da luu lugng va AHI, SpO; khi ngur. Tuong quan cta
J’awNO véi AHI 1a rho =0,25 ; p = 0,029. Tuong quan cta J’awNO vé&i SpO; thap nhat khi nga 1a
rho = -0,22 ; p=0,023. Tuong quan caa CANO véi AHI 1a rho =-0,18 ; p = 0,045. D6 bdo hoa oxy
trong mau khi ngu (SpO2) khong twong quan véi CANO. Co tuong quan thuan gitra AHI va nitrite
(rho = 0,22 ; p = 0,002) va nitrate (rho = 0,25; p = 0,018). D6 bdo hoa oxy trong méu khi ngu
(SpO2) khong tuwong quan vai NO trong mau.
Két luan: C6 twong quan ctia eNO va NOXx véi chi sb ¢6 nang AHI ciia OSA
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ABSTRACT

Introduction: Obstructive sleep apnea (OSA) is known as risk factor of cardiovascular diseases
especially hypertension. Besides, OSA is also known as a risk factor of traffic accident,
occupational accident and increasing socio-economic burden. Severe OSA increase the risk of death
from cardiovascular disease and reduce survival without appropriated treatment. Many hypotheses
suggest that Nitric oxide (NO) is involved in the cycle of oxidative stress and endothelial
dysfunction in the pathophysiology of OSA. Oxidative stress causes a free radical increasing which
in turn causes endocrine dysfunction and long-term cardiovascular diseases. In the world there were
many small case-control studies have been carried out of this topic and in Vietnam no research has
been done. The study aims to find out the correlation between NO and OSA severity in Vietnamese
patients.

Study design:  Observational, cross-sectional study. Selected patients form department of
respiratory diseases of Choray hospital from 1 Jan 2017 to 31 Dec 2019.

Result: No correlation between FENO multiflows ( 50-100-150-350 ml/s) with AHI and nadir
Sp0». J’awNO and AHI has a positive correlation rho =0,25 ; p = 0,029. J’awNO and nadir SpO>
has a negative correlation rho = -0,22 ; p=0,023. CANO and AHI have a negative correlation rho = -
0,18 ; p = 0,045. No correlation between CANO and nadir SpO2. Nitrite and Nitrate with AHI have
a positive correlation (rho = 0,22 ; p = 0,002) and (rho = 0,25; p = 0,018). No correlation between
Nitatre/Nitrite with nadir Sp0>

Conclusion: There are correlation between NO and OSA severity (AHI).
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COPING WITH SHIFT WORK y

ThS. Bui Diem Khué
TOM TAT
Nguoi lam viéc theo ca-kip thuong gap van dé trong viéc ngu ciing nhu giir tinh tao vao ding thoi
diém mong muén. Mot sé nguoi ¢6 thé dé dang diéu chinh nhip sinh hoc cho phii hop véi lich 1am
viéc, nhung mot s6 khéc thi khéng. Nhitng nguoi khé diéu chinh nhip sinh hoc thuong budn nga
qua muic vao gio 1am viéc, kho tap trung, mét ngu, nga diy khong sang khoéi, cam thiy but rut
hozc trdm cam, gap kho khin trong ciac méi quan hé dong nghiép va xa hoi. C6 khoang 1/3 nguoi
lam viéc theo ca-kip bi réi loan gidc nga nhu vay. Pay 1a mot tinh trang man tinh, duoc phan loai
vao nhom rdi loan nhip sinh hoc theo ICSD-3. Réi loan giac ngu theo ca-kip cé thé gay nguy hiém,
tang nguy co budn nga va sai s6t trong cong viéc. Tuy nhién, c6 mot sé phuong phap co thé gip
ngudi lam viéc theo ca-kip tng pho cac rdi loan nay.

COPING WITH SHIFT WORK

ABSTRACT

Shift workers often have trouble sleeping as well as staying awake at the desired times. Some
people can easily adjust their circadian rhythms to suit their schedule, but others do not. People who
have trouble regulating their circadian rhythms often experience excessive sleepiness during work
hours, trouble concentrating, insomnia, waking up unrefreshed, feeling restless or depressed, have
difficulty in co-worker and society relationships. Approximately one third of the shift workers have
such a sleep disorder. This is a chronic condition, classified under the circadian rhythm disorders in
ICSD-3. Shift work sleep disorder can be dangerous, increasing the risk of drowsiness and mistakes
at work. Fortunately, there are a number of methods that can help shift workers cope with these
disorders.
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OSA IN CHILDREN: DIAGNOSIS AND TREATMENT

ThS. Nguyén Hizu Hoang
TOM TAT
Gidi thiéu: Ngung thd tic nghén thi pho bién & tré em. Tir 3 phan traim dén 12 phan trim tré ngay,
trong khi hoi ching ngung tha khi ngi tic nghén anh huong dén 1 phan traim dén 10 phan tram tré
em. Phan 16n nhitng dira tré ndy ¢ céc triéu chang nhe, va da s vuot qua tinh trang nay.
Triéu chitng: Ngung thd khi ngii khong dwoc diéu tri bao gdm cham phat trién, dai dam, réi loan
thiéu tap trung, rdi loan v& hanh vi, két qua hoc tap kém, budn nga ngay quéa mirc, ting huyét 4p va
bénh tim phdi. Nguyén nhan phd bién nhit cua ching ngung thé khi ngu tic nghén 1a phi dai
amydan va VA.
Chin dodn: Chan doan dya vao trigu chimg 1am sang ngung thd tac nghén khi ngu 1a dang tin cy;
tuy nhién, tiéu chuan vang 1a da ky giic ngii. Chan doan mirc d6 ngung thd: AHI< 1 1an/gio 1a binh
thuong, 1 1an/gio < AHI < 5 1an/gio 1a nhe, 5 1an/gio < AHI < 10 1an/gid 1 trung binh va AHI > 10
lan/gio 1a nang.
Piéu tri: Sir dung 4p luc duong lién tuc va giam can & tré béo phi. Tuy nhién nhitng lya chon nay
duoc dung nap kém & tré em va hiém khi dwoc coi la liéu phép chinh. Phau thuat cit amydan va VA
1a cach diéu tri & hau hét bénh nhan. Tré em mic hoi chang so ndo, bénh than kinh co, bénh 1y noi
khoa hodc ngung thd khi ngi tic nghén nghiém trong, va nhiing tré dudi ba tudi c6 nguy co bi bién
chiing sau phau thuat va nén dugc theo ddi qua dém trong bénh vién.
Két luan: Ngung thd tic nghén luc nga ¢ tré em thi phd bién. Nguyén nhan chu yéu 1a do phi dai
amydan. Hau qua caa ngung thd tac nghén luc ngu & tré em thi rat nhiéu va kha nghiém trong. Tiéu
chuan vang chan doan 1a da ky gidc ngu. Diéu tri chinh van Ia cit amydan va VA, bén canh d6 viéc
giam can va diéu trj may tho ap lee duong duoc dat ra tuy nhién muc d6 tuan thu con kém.
Tir khoa: Ngung tho tac nghén Iic nga (OSA), Phi dai VA va Amydan, May tho ap luc duong lién
tuc (CPAP).
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PEDIATRIC OBSTRUTIVE SLEEP APNEA
ABSTRACT
Introduction: Obstructive sleep-disordered breathing is common in children. From 3 percent to 12
percent of children snore, while obstructive sleep apnea syndrome affects 1 percent to 10 percent of
children. The majority of these children have mild symptoms, and many outgrow the condition.
Syndrome: Consequences of untreated obstructive sleep apnea include failure to thrive, enuresis,
attention-deficit disorder, behavior problems, poor academic performance, excessive daytime
sleepiness, elevated blood pressure and cardiopulmonary disease. The most common etiology of
obstructive sleep apnea is adenotonsillar hypertrophy.
Diagnosis: Clinical diagnosis of obstructive sleep apnea is reliable; however, the gold standard
evaluation is overnight polysomnography. Severity of OSA: AHI< 1 time/hour is normal, 1
time/hour <AHI < 5 times/hour is mild, 5 times/hour <AHI < 10 times/hour is moderate and AHI>
10 times/hour is severe.
Treatment: Treatment includes the use of continuous positive airway pressure and weight loss in
obese children. These alternatives are tolerated poorly in children and rarely are considered primary
therapy. Adenotonsillectomy is curative in most patients. Children with craniofacial syndromes,
neuromuscular diseases, medical comorbidities, or severe obstructive sleep apnea, and those
younger than three years are at increased risk of developing postoperative complications and should
be monitored overnight in the hospital.
Conclusion: Obstructive sleep apnea in children is common. The main cause is adenotonsillar
hypertrophy. The consequences of obstructive sleep apnea in children are numerous and quite
severe. The gold standard for diagnosis is overnight polysomnography. The main treatment is
adenotonsillectomy, in addition to weight loss and positive pressure ventilator treatment, but
compliance is poor.
Keywords: Ostructive sleep apnea (OSA), Adenotonsillar hypertrophy, Continuous positive airway
pressure (CPAP).
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NGHIEN CUU VE SU TUONG HQP CAC GIAI POAN GIAC NGU
PO BANG PA KY HO HAP CO TICH HQOP ACTIGRAPHY

SO VOI PA KY GIAC NGU
L& Thai Thanh Khué?, Nguyén Viét Anh*, Quach Thiéu MinhY, Trwong Hiru Duyén®, 6 Pinh Nam?,
Nguyén Tuan Anh?®, Tang Thi Thao Tram?3, Nguyén Vin Té1%3, Dwong Quy Si?*
1: Khoa Y, Dai hoc Y Duoc Tp HC;M
2: Don vi Nghién ciru Lam sang Truong CDYT Lam Bong
) . 3: Hoi Y hoc Giac ngu Viéet Nam
TOM TAT

Muc tiéu ctia nghién cieu: Muc dich cia nghién ciu 13 so sanh muac do théng nhat trong két qua do
cac giai doan gidc ngu bang may da ky ho hap c6 tich hop chirc ning actigraphy (NOX T3s, Nox
Medical, Iceland) dwoc do cung lac véi do da ky gidc nga bang may NOX Al (Nox Medical,

Iceland) tai phong do da ky gidc ngu.
Phwong phap nghién ciru: Tong cong c6 12 tinh nguyén vién dwoc moi dén phong do da ky giic
ngu thudc Don vi Nghién ciru LAm sang va Hoi Y hoc Giac Ngu Viét Nam dé thuc hién nghién cau.
MJi tinh nguyén vién trong mot dém s& dugc do cung luc hai may da ky ho hap va da ky giac ngu.
Sau d6, nhom nghién ctru s& ghi nhan két qua do AHI, CAIL OAI, MAI, gia tri SpO2 thap nhat, gi&
tri SpO2 trung binh, tong thoi gian ngu, thoi gian gidc ngt REM, NON — REM va thoi gian giai
doan thtc tinh sau khi bat dau ngu, sau d6 nhing tri sé nay s& duoc tinh toan trén phan mém
NOXTURAL. Déi véi NOX T3s, cac giai doan cua giac ngu duoc tinh toan bang coéng thac Nox
BodySleep™ dua trén dir liéu tir actigraphy va dai nguc bung tich hop cdng nghé RIP (respiratory
inductance plethysmography). Cac giai doan cua giac nga dugc may NOX T3s tinh toan thong qua
dir liéu tir actigraphy str dung k§ thuat 3D xéc dinh vi tri khong gian va hoat dong cua co thé, sau d6
sir cong thire Nox BodySleep™ dura trén tri tué nhan tao. Di vai viéc phan tich dir liéu, chang toi
sir dung paired t-test dé danh gia su khac biét giita cac bién va thé hién nhitng su khac biét nay

thong qua biéu d6 Bland and Altman.
Két qua: C6 su twong quan manh trong két qua TST (tong thoi gian ngi: total sleep time) do duoc
NOX-Al va NOX-T3, véi p=0.266 trén paired t-test va Spearman ‘rho = 0.944 (p<0.001); c6 su
ddng thuan cao vé thoi gian nam trén givong TIB (time in bed) gitra 2 may. Phan tich Bland-
Altman cho chi sé chénh léch két qua trung binh 1a -6.33 phut, véi gi¢i han dong thuan 14 -6.88 dén
8.03, minh chtng rd cho sy déng thuan TST gitra 2 may. Két qua AHI néu do bang T3s khong gin
kém cam bién &p luc mili cho két qua dong thuan khéng cao, véi khac biét trung binh 13 -2.28, va

giéi han dong thuan 1a -6.76 dén 2.2.
Két luan: Thdng qua nghién ciru véi ¢& mau nho nay, ching toi nhan thiy rang cd su théng nhat
cao vé tong thoi gian ngu (TST) va thoi gian trén nim givong (TIB) gitta may NOX T3s va da ky
giac ngia NOX-AL. Vi vay, NOX T3s c6 cam bién &p luc miii co thé sir dung dé do chinh xé4c hiéu
qua giac ngu trén nhiing bénh nhan c6 réi loan vé giac ngu tir d6 co thé danh gia chinh xéac chi s6
AHI theo TST. Trong tuong lai, ching ta can nhiéu nghién ctru hon nita trén ¢ mau lén vé mac do

41



HOI NGHI THUONG NIEN

HO1 Y HOC GIAC NGU VIET NAM LAN THU HA
BAI TOM TAT - ABSTRACTS

CHU BE 2: ROl LOAN GIAC NGU KHAC/TRE EM - BAO CAO TIENG ANH

ddng thuan trong viéc tinh toan giai doan giac ngi cua may da ky ho hap cd tich hop actigraphy so
véi PSG.

Tar khéa: Actigraphy, home sleep apnea testing, polysomnography, polygraphy, NOX T3s, NOX
Al

STUDY OF THE AGREEMENT OF SLEEP STAGES MEASURED BY
RESPIRATORY POLYGRAPHY INTEGRATED ACTIGRAPHY
VERSUS POLYSOMNOGRAPHY
ABSTRACT

Study Objectives: The aim of the current study is to measure the agreement of the sleep stages
measurement of type Il portable monitor (PG) that integrated actigraphy (NOX T3s, Nox Medical,
Iceland) to that of simultaneous recorded in-lab portable polysomnography (PSG) testing (NOX
Al).

Methods: A total of 12 participants were referred to Sleep medicine laboratory of the Vietnam
Society of Sleep Medicine. Each volunteer wore both PSG and PG equipment simultaneously. The
collecting measurements are AHI, CAIl, OAI, MAI, lowest SpO2, average SpO2, total sleep time,
REM time, NON — REM time, and other metrics, which calculated by NOXTURAL software. For
NOX T3s, sleep states were estimated from recordings based on features extracted from actigraphy
and respiratory inductance plethysmography (RIP) belts by Nox BodySleep™ algorithm. This
technique was done by the indirect measurement sleep stages by the patient’s position and activity
through 3D built-in acceleration sensor and Nox BodySleep™ algorithm. We used continuous
measurements are summarized in means and SD and categorical variables using counts and
percentages, then we used paired t-test evaluate the difference between the measurements and tested
the significant of the differences using statistics methods described by Bland and Altman plot.
Results: The good correlation was found in TST on NOX-A1l and NOX-T3 without significant
difference in paired t-test (p=0.266)) but with significant difference spearman’rho=0.944 (p<0.001);
there was a strong correlation between two devices for TIB. Bland Altman analysis of TST showed
a mean different of -6.33 with limits of agreement was -6.88 to 8.03, which illustrates close
agreement of TST on two device. Bland Atlman analysis of AHI measured by T3s without nasal
sensor did not show a good level of agreement. The mean different was -2.28 with limits of
agreement were -6.76 to 2.2. The interval was too large when AHI measured by NOX-T3 without
nasal sensor compared with NOX-Al.

Conclusions: The results of our study showed that NOX T3s demonstrated a good agreement about
TST and TIB when compared to PSG. Therefore, NOX T3s can be used to assess the sleep
efficiency on the patients having sleep disorders and to evaluate correctly AHI according to TST.
The study suggests that we need further studies with large sample to evaluate the accuracy of the
actigraphy integrated in PG for scoring sleep stages vs PSG.

Keywords: Actigraphy, home sleep apnea testing, polysomnography, polygraphy, NOX T3s,
NOX Al
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MINDFULNESS - BASED THERAPY FOR CHRONIC INSOMNIA
ThS. Duong Duy Khoa

TOM TAT

Chanh niém la mot phuong phap thién tap da c6 mat lau doi trong nhiéu nén van hoa, trong do,
nhan manh viéc nhan thirc mot cach co chu ¥, tron ven va khdng phan xét, tir gidy phut nay sang
gidy phut khac. Ngoai cac ung dung trong diéu tri cac van dé sic khoe tdm than, chanh niém dang
tré nén phd bién va c6 bang ching trong viée didu tri mat ngi man tinh. Cac chwong trinh can thiép
dua trén chanh niém thuong dugc thuc tap theo nhom va doi hoi su thuc tap duy tri ca nhan tai nha.
Céc bai tap thién dugc hudng dan dé thuc hanh viéc y thic trong timng gidy phut, su chap nhan, va
khong phan wng, Mot sé chuong trinh dya trén chanh niém duoc tiéu chuan hoéa, nhu Giam ciang
thang duya trén chanh niém (MBSR) va Liéu phap dua trén chanh niém danh cho mat ngu (MBTI).
Trong mét tong quan tai liéu, Hoi Y hoc Giac ngu Hoa Ky (AASM) danh gia cac bang ching vé loi
ich ciia chanh niém trong didu tri mat ngi & mirc d6 thap do nguy co sai léch va thiéu chinh xac.
Tac dung bét loi cua chanh niém khong khac biét so véi didu tri chuan. AASM khuyén cao cé thé
can nhic cac liéu phap chanh niém néu phu hop véi mong mudn cia ngudi bénh. Mic du chanh
niém pho bién trong mot sé truyén thong tam linh tai Viét Nam, hiéu qua caa chanh niém trong diéu
tri mat ngi man tinh van chwa duoc hiéu rd trén dan s Viét Nam.

Tir khéa: Chanh niém, mat ngi man tinh

MINDFULNESS - BASED THERAPY FOR CHRONIC INSOMNIA

ABSTRACT

Mindfulness is a kind of meditation that has could be found in many cultures, in which it
emphasizes voluntary, complete, and non-judgmental awareness on a moment-to-moment basis.
While mindfulness has been widely applied in mental health, there are increasing popularity and
growing evidence of its use in managing chronic insomnia. Mindfulness-based interventions are
often delivered in group and home individual practice is required. There are exercises to develop
momentary awareness, self-acceptance, and muted reactivity. Some mindfulness-based intervention
programs are standardized, such as Mindfulness-Based Stress Reduction (MBSR and Mindfulness-
Based Therapy for Insomnia (MBTI). In a literature review, the American Association of Sleep
Medicine (AASM) rated the evidence of the use of mindfulness low in patients with chronic
insomnia due to the risk of bias and imprecisions. The adverse effects of mindfulness were no
different from control treatment. AASM favors the use of mindfulness in patients with chronic
insomnia if consistent with patients’ preferences. Although mindfulness is common in certain
spiritual traditions in Vietnam, the effectiveness of this therapy has not been well studied in
Vietnamese people with chronic insomnia.
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INSOMNIA IN HOSPITALIZED PATIENTS N

ThS. Ng6 Nguyen Hai Thanh
TOM TAT
Ngua du gidc giir vai trd quan trong trong viéc hoi phuc sicc khoe sau chan thuong hoic qué trinh
bénh ly, va ngay cang cé nhiéu hiéu biét hon vé vai trd phuc hdi cua giac ngu déi vai suc khoe va
bénh 1y. Tuy nhién, méi truong bénh vién lai 1a noi dé xay ra céc rdi loan vé giac ngu. Trong sudt
thoi gian nam vién, ngudi bénh thuong than phién vé chat lwong gidc nga kém. Khoé nga 1a mot
trong nhitng ban tdm hang dau cia ngudi bénh khi nam vién. Nhiing con dau, su lo ling, tac dung
phu cua thudc, cac can thiép diéu tri, tiéng 6n, anh sang va ban than cin bénh tit ca gop phan lam
giam chét luong gidc cua ngudi bénh khi phai diéu tri noi trd. Chit luong giac ngu kém hozc mat
ngu c6 thé gay ra cac tic dong co hai dén hoat dong nhan thuc, nhitng thay dbi vé hanh vi, than
kinh, chirc nang ho hap, hé mién dich va qua trinh chuyén héa. Vi vy, chim séc gidc ngu 1a mot
trong cac van dé rat quan trong can duoc luu y trong qua trinh cham séc bénh nhan noi trd. Nhiéu
bién phéap can thiép khac nhau dé cai thién chat luong gidc ngu cia nguoi bénh da duoc dua ra
nhung hién nay van chua c6 nhiéu bang chimg 1am sang dé khuyén cdo ap dung rong ri. Diéu tri
réi loan gidc ngu bang thudc nga nén duoc sir dung mot cach than trong. Khi viéc sir dung thude 1a
can thiét, lya chon mét loai thudc nén dugc ca thé hoa dua trén mac d6 ning cua cac triéu ching,
tudi cua ngudi bénh, cac bénh kém theo, cac tac dung phu va tuong tac thudc.
Tir khéa: Mat ngi, bénh nhan noi trd, bénh nhan nam vién.

ABSTRACT
INSOMNIA IN HOSPITALIZED PATIENTS

The need for sleep has long been assumed to be important for recovery from injury and
sickness, and there is an emerging understanding of the restorative role of sleep in health and
disease. Unfortunately, the hospital environment is often poorly conducive to sleep. Patients
regularly report poor quality sleep during hospitalization across a range of inpatient settings.
Impaired sleep quality has been cited by patients as one of the main stressors during hospital
admission. Pain, anxiety, medication effects, medical interventions, environmental noise and light,
and the acute illness itself all contribute to decreased quality and quantity of sleep in hospitalized
patients. Poor sleep quality and loss of sleep during hospitalization can have the potential impact on
clinical outcomes related to cognitive impairment, neurobehavioral changes, respiratory function,
immune function, and metabolism. As a result, issues related to sleep and sleep disorders are
important to inpatient care. A variety of interventions to improve sleep in the inpatient setting have
been proposed, but most are lacking sufficient clinical evidence to support widespread use.
Pharmacologic sleep aids should be used judiciously in the inpatient setting. When pharmacologic
therapy is deemed necessary, the selection of an agent should be individualized based on the
severity of symptoms, age and comorbidities, side effects, and drug-drug interactions.
Keywords: Insomnia, inpatient, hospitalized patient.
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EVALUATION OF PHYTOCHEMICAL CONSTITUENTS AND SEDATIVE
ACTIVITY OF PASSIFLORA INCARNATA EXTRACTS

Sy Duong-Quy?, Trinh Tang-Le-Quynh?, Hung Tran — Quoc!
! Medical — Biological Research Center, Lamdong Medical College, DaLat city, Vietnam

ABSTRACT

Chanh Day (Passiflora edulis, Passifloraceae) is widely grown in Lam Dong province for its fruit
as a beverage. This study is an attempt to explore the phytochemical constituents using the chemical
reagents and evaluate the sedative, anti - anxiety activity of ethanol and water extract of leaves and
rhizomes using the elevated plus-maze model and dark - light box test in mice. The phytochemical
screening results showed the presence of alkaloids, tannins, phenolic compounds, flavonoids in
leaves and rhizomes of Passiflora edulis, and the leaves have more alkaloids and flavonoids than
the rhizomes. Moreover, treatment with the leaves and rhizome extract significantly (p< 0.01)
demonstrated sedative, anti-anxiety activity as compared to vehicle control, in which the activity of
ethanol extracts was significantly (p<0.01) better than water extracts. In addition, at dosage of
300mg/kg the leaves ethanol extracts showed significantly (p<0.001) lower than diazepam 2mg/kg.
These finding are an important factor in evaluating the pharmacological effects and orienting the
process of preparing sedative tea products using Passiflora edulis leaves grown in Lam Dong in the
future.

Keywords: anti-anxiety, phytochemical, elevated plus-maze, dark - light box, sedative Passiflora
edulis,
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XAC PINH THANH PHAN HOA HOC VA PANH GIA TAC DUNG AN THAN CUA DICH
CHIET CAY CHANH DAY - PASSIFLORA EDULIS.

Sy Duong-Quy?, Trinh Tang-Le-Quynh?, Hung Tran — Quoc!
! Medical — Biological Research Center, Lamdong Medical College, DaLat city, Vietnam

TOM TAT

Cay chanh day (Passiflora edulis, Passifloraceae) 1& mét logi cay dic san cua tinh Lim Ddng duoc
dung dé ché bién nudc giai khat. Nghién ciu nay duoc thuc hién nham xac dinh thanh phan héa hoc
cuia cay Chanh day bang cac thudc thir hda hoc dic trung, ddng thoi tién hanh danh gi4 hoat tinh an
than, giai lo &u caa dich chiét ethanol va nudc cua phan 14 va ré bang md hinh chit thap nang cao
EPM va md hinh tham do sang t6i light-dark box trén chudt nhat. Két qua nghién ciu cho thay c6
su hién dién cua cac nhom hoat chat alkaloid, tannin, phenolic va flavonoid trong dich chiét cua
phan 14 va than ré cy Chanh day, lugng flavonoid va alkaloid trong 14 nhiéu hon than ré. Dich chiét
l4 va than ré cho thiy hoat tinh an than, giai lo au r6 rét (p<0.01) so v&i nhém ching, trong d6 phan
dich chiét ethanol cho hiéu qua tét hon (p<0.01) dich chiét nudc. Thém vao d6 & lidu luong
300mg/kg hoat tinh dich chiét ethanol cua 14 Chanh day cho thdy hoat tinh kém hon (p<0/001)
Diazepam 2mg/kg. Nhiing két qua nghién ctru ndy co ¥ nghia quan trong trong viéc danh gia tac
dung dugc 1y va dinh huéng vé quy trinh bao ché san pham tra an than st dung 14 Chanh day trong
tai Lam Ddng trong tuong lai.

Tir khéa: An than, giai lo &u, md hinh chit thap nang cao, mo6 hinh tham do sang tdi, Cay Chanh
day (Passiflora edulis).
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CHUYEN PONG HAM DUGI TRONG GIAC NGU CO THE THAY THE CHO TIN HIEU
AP SUAT THU'C QUAN NHAM GHI NHAN NGUNG THO DO TAC NGHEN.

Lé Péng Nhdt Nam, Nathalie Coumans?, Valérie Cuthbert?,

Stéphane Denison'?, Jean Benoit Martinot?

1 : R&D Team Sunrise, Namur, Belgium,

2: 1: Sleep Laboratory, CHU Université Catholique de Louvain (UCL) Namur Site Sainte-
Elisabeth, Namur, Belgium

Pit van dé: Phan dinh ngung thé trong gidc ngt do nguyén nhén tic nghén hay trung wong 1a mot
yéu cau quan trong khi phan tich két qua da ky gidc ngii (PSG). Ap sut thuc quan (PES) 1a tiéu
chuén vang cho phép xac nhan ging sirc ho hap (RE) do tac nghén co hoc. Tuy nhién nghiém phap
nay lai iém khi duoc st dung trén thuc té, thay vao do nguoi ta phan tich céc tin hiéu thay thé
(surrogate signals) nhu: luu lwong thong khi qua miii, dién co hoanh va ap suat hé hap nguc/bung.
Gén day, mot tin hi¢u méi duge gioi thi€u 1a cir dong ham dudi (Mandibular movements, MM)
cling c6 kha ning phan anh rat tot trang thai ngung-giam thd trong gidc ngi.

Muc tiéu: Khao sat muc do twong dong giira tin hiéu MM va PES, so sanh véi 4 tin hiéu ho hép
khac gom luu lugng thong khi miii bang cam bién nhiét (Thermistance, flow_th), cam bién ap suat
(flow pressure), ap suat hd hap nguc (Tx_RIP) va bung (Abd_RIP).

Phwong phap: Thi nghiém dugc thuc hién trén 34 bénh nhan OSA (17 nam/17 nit, AHI trung binh
= 24.6). Cac bénh nhan dugc khao sat PSG quy udc (Somnomedics, GER), kem theo do ap suét
thuc quan qua catheter (Gaeltec, Dunvegan, UK), va cir dong ham dudi (MM) bing cam bién
Gyroscope (Sunrise, BE).

Tir dit liéu tho PSG, chiing toi trich xuat 248 doan tin hiu véi do dai 15 gidy, tan s6 1dy mau 10 Hz
gdm 6 kénh tin hiéu tho trong giai doan ngung thd do tic nghén (Obstructive apneas, OA). Sau do,
ap dung thuét toan Longest common subsequence (LCS) dé do chi s6 twong dong (Similarity index)
giita MM, Tx/Abd, flow_th, flow-pressure va PES (gia tri cao nhat = 1, thip nhat = 0), sau do so
sanh Similarity index gitta 4 kénh tin hiéu bang kiém dinh Friedman va Conover-Benjamini &
Hochberg.

Két qua : Chung t6i thdy rang trong trang thai ngung thd khi ngi do tic nghén, chuyén dong cua
ham dudi MM 14 loai tin hiéu c6 tinh trong dong t6t nhit vé bién do va pha dao dong so véi PES,
tham chi tot hon 13 rét so véi 4 tin hiéu luu lugng va 4p suit quy ude khac. Gia tri trung vi chi sb
tuong hop voi PES cia MM 14 0.81 (KTC95% : 52.2 dén 97.3), so véi dai ho hap nguc : 0.7 (0.4 —
0.97), bung : 0.7 (0.41 — 0.93), luu luong thong khi duong ho hap trén : 0.64 (0.32 — 0.97) va ap
sut luu luong : 0.55 (0.26 — 0.96).

Két luan : Chuyén dong ham dudi do bang cam bién gyroscope la loai tin hiéu dang tin ciy nhat
cho phép phan 4nh cdc mé thirc thay ddi cia tin hiéu 4p suat thyc quan, nham phat hién ging strc ho
hép do tic nghén trong gidc ngu.
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SLEEP QUALITY DURING COVID-19 SOCIAL LOCKDOWN
IN STUDENTS AT UNIVERSITY OF MEDICINE PHAM NGOC THACH

Duc-Si TRAN
Advanced Training and Hi-tech Treatment Center,
University of Medicine Pham Ngoc Thach

Background:
The COVID-19 pandemic has resulted in significant global social, economic disruptions and many

personal attitude, behavior changes. The purpose of this research is to assess the sleep quality in
students at the University of Medicine Pham Ngoc Thach, Vietnam. We also considered the effects
of COVID-19 home confinement on sedentary behavior and physical activity.

Materials and Method:
Data was collected in medical students over a month during the COVID-19 partial lockdown in

2020. Students received a link for the questionnaire and the consent form by an internal email. To
measure sleep quality, we used the Pittsburgh Sleep Quality Questionnaire Index (PSQI). Students
also asked about their physical activity, sedentary behavior and smartphone use.

Results:
Out of 4677 medical students at the University of Medicine Pham Ngoc Thach, only 874

participated in our survey. Twenty-nine of them had wrongly filled the questionnaire; therefore they
were excluded from the PSQI analyze. More than half of participants had poor quality of sleep
according to PSQI. Many students went to bed later than 0:00 and spent time with smartphones.

Conclusion:
This study revealed that during the COVID-19 outbreak, behaviors changed. Students spent time

using the smartphone but less engaging in physical activity. They went to sleep and got up too late
but sleep quality was bad. These findings may be important to make recommendations, including
lifestyle modifications.

Keywords: social lockdown; COVID-19; lifestyle; students; physical activity; sleep quality; PSQI;
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THE RELATIONSHIP BETWEEN OBSTRUCTIVE SLEEP APNEA
AND MILD COGNITIVE IMPAIRMENT IN THE ELDERLY

Chau Bao — Dinh HOANG, Duc — Si TRAN

Advanced Training and High Technology Center,Pham Ngoc Thach university of Medicine, Ho Chi Minh City, Viet Nam

Background and Aims

Mild cognitive impairment (MCI) is clinically defined as
cognitive decline greater than expected for an individual's age
and education, with no impact on daily functioning. The
conversion rate of MCI to dementia is around 50% in five
years. Studies have also shown that OSA is associated with a
higher risk of cognitive impairment or dementia in the elderly.
We conduct this review with 3 aims: 1) determine the
prevalence of OSA in patients with MCI; 2) examine the
association between OSA and MCI; 3) determine the

effectiveness of CPAP treatment on MCI patients with OSA.

Pertinent literature was identified through PUBMED (2011 —
January 2021) using the search terms “Obstructive sleep
“Mild

impairment” and “Continuous positive airway pressure”. We

apnea”, “Sleep disordered breathing”, cognitive
included studies in the elderly and written in the English

language.

The prevalence of OSA in patients with MCI varied between
11 and 71% and was influenced by OSA diagnostic methods
as well as the patient recruitment locations. Women had a
nearly two-fold increased risk of developing MCI| over a 5 —
year follow-up period.

The presence of obstructive sleep — disordered breathing
(SDB) was associated with an earlier onset of MCIl. OSA may
accelerate increases in amyloid deposition, CSF T-tau and P-
tau levels over time in MCI patients. Greater severity of OSA
was associated with impaired language function, suggesting

frontal-subcortical pathology in MCI patients.

= MCI m Control

CcL cL lation cL
o II II I

Wilson (PSG) Kim (PSG) Guarnier (Beriin
Questionnaire)

cOoM cL

Diugaj (Apnealink) Osorio (Seli-report)

Figure 1: Reported OSA prevalence (%) in patients with MCI
and Controls [1],[2],[31.[4]

In regard to OSA treatment, after controlling for baseline
differences, 1 year of CPAP adherence (= 4 hours/ night) in

MCI+0SA significantly improved cognition, compared to a non-
adherent control group, and may slow the cognitive decline. In
groups of moderate to severe OSA (AHI = 10) and MIC, there was
small to moderate improvement in memaory, attention, daytime
sleepiness, and everyday function. In group of mild OSA (AHI = 5—
14) with MCI, patients with CPAP adherence demonstrated a
significant improvement in psychomotor/ cognitive processing
speed, as well as on the CDR and the ADCS-CGIC Scale than

those with CPAP non - adherence.

MCI + CPAP MCI - CPAP

Memory 2359 2082
e 23.52 (5.56) = 007  20.04(5.30) et 0.41
Psychomot
orf 10.21 8.09
o ton | S18(2.59) e 102 B.06(2.65) ) -0.09
(Ds)
Global
cognition  28.34 (1.40) (2276’; 041 28.00(2.10} (225':; 181
(MMSE) . .
Attention 277 476

3.09 (153 032 6.46 (3.66] 166
(PVT) (153) (191 (X2) (2.94)
Daytime
sleepiness 850 (3.52) (g:;:l 212 9.32(5.34) (Z::;] 166
(ES3)
Everyday Function

135 152

ECog 1.46 (0.54) ) 010 1.20(0.41) e 0.24
Fosa 17.31 (1.99) :f;‘;: 096  17.34 (2.66) (lffs“’; 125

Table 1: Descriptive statistics of cognitive and everyday
function at baseline, 6 months, and 1 year [5]

The prevalence of OSA in patients with MCI varied between
11 and 71% and it depended upon OSA diagnostic methods
and patient recruitment locations. The presence of SDB was
associated with an earlier age at cognitive decline. CPAP
adherence may be a promising intervention for slowing
cognitive decline in older adults with OSA and MCI.
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SLEEP QUALITY DURING COVID-19 SOCIAL LOCKDOWN
IN STUDENTS AT THE UNIVERSITY OF MEDICINE PHAM NGOC THACH

Duc-Si TRAN, MD. PhD.

Advanced Training and Hi-tech Treatment Center - University of Medicine Pham Ngoc Thach

Background

The COVID-19 pandemic has resulted in signifi-
cant global social, economic disruptions and many
personal attitude, behavior changes!'. The purpose
of this survey is to assess the sleep quality in stu-
dents at the University of Medicine Pham Ngoc
Thach (UPNT), Vietnam. VWe also considered the
effects of COVID-19 home-confinement on seden-
tary behavior and physical activity.

Email: sitd@pnrt. edu.vin

Materials and Method

Data was collected in medical students over
month during the COWVID-19 partial lockdown in
2020. Students received a link for the question-
naire and the consent form by an internal email. To
measure sleep quality, we used the Pittsburgh
Sleep Quality Index (PSQIl). Students also asked
about their physical activity, sedentary behavior
and smart-phone use.

Distribution of PSQIl's components

1. Subjective sleep

quality
aso
400

. 3so0
7. Daytime 200

dysfunction 350
200
1

6. Use of sleep /

medication \\

5. Sleep disturbance

Mean of PSQI (+/- SD)
2% of bad quality of sleep (PSQI=5)

5.9 (2.8)
51.6%

Results & Discussion

Out of 4677 medical students at UPNT, only 874
participated in our survey. Mean age was 21.0 and
sex-ratio was 0.91:1.

The study revealed that student's routines have
changed during the COVID-19 lockdown, similar to
other study'™.

More than half of our participants had poor quality
of sleep according to PSQIl. All of the five compo-
nents were statistically significantly affected
(p =0.01); and of these, the most changed were
sleep latency, sleep efficiency, and sleep duration.
Romero-Blanco C. et al. found a nearby result in
nursing students in  Spain®l. Many students
(50.29%) went to bed at midnight or later and 37.0%
of them stay in bed 9hs or more. However, only
3.4% stay in bed 12hs or more, though the result in
Iran showed an impressive result (53.5%)%. Our
survey was carried-out when the social lockdown
was partially taken-off and students had to finish
the online-courses. It may be the cause of differ-
ences from our results to others.

Romero-Blanco C. et al. showed that the student's
PSQl score elevated about 1 point (5.5>6.4) and
time in bed prolonged 1 hour more (7.6—=>8.5) dur-
ing lockdown!. Indeed, our results were found
within these ranges.

The top-three preferences of our students during
that period was medical learmning (79.15%), fol-
lowed by web-surfing (65.0%) and watching televi-
sion or video-clips (37.1%). In Iran, students pre-
ferred mostly mobile and computer games
(30.1%9%), followed by studying (26.6%) and watch-
ing television (13.8%)1?.

Conclusion

2. Sleep latency
—Very good
Fairly good
~—Fairly bad
—\Sery bad

3. Sleep duration

4. Sleep efficiency

50.2%
8.2 hs (1.6)

Bed-time at midnight or later
Mean time spent in bed (+/- SD)

This study revealed that during the COVID-19 out-
break, behaviors changed. Students spent time us-
ing the smartphone but less engaging in physical
activity. They went to sleep and stay longer in bed
but the sleep quality was bad. These findings may
be importante to make recommendations, including
lifestyle modifications.
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NGUGI TU VONG MOI NAM
& moi lda tudi vi bénh do vi khuan
phé cau gay ra trén toan thé gigi .

Nhiém vi khudn phé cdu cé thé dan dén cdc tinh trang bénh Iy nghiém trong, bao gom
viém mang ndo, nhiém khudn huyét, séc nhiém khudn, viém phdi va viém tai gitia cdp %,

Tiém vac xin la bién phap phong bénh tét nhat.
Hoi béac si clia ban dé biét thém chi tiét.
1. Théng tin ké toa Prevenar, LPD 20/10/2017, da duoc Bo Y Té duyét ngay 23/07/2019

2. WHO. Immunization, vaccines and biologicals. Pneumococcal disease. 2014 Sept. Available at: https://www.who.int/immunization/diseases/pneumococcal/en/, Accessed 02 Nov 2020.

3. Oxford Vaccines Group. Vaccine Knowledge Project. Pneumococcal disease. Available at: http://vk.ovg.ox.ac.uk/pneumococcal-disease. Accessed 02 Nov 2020,

Tai liéu gido duc duac bién soan, phé duyét va in &n duac thuc hién bl Hol Y Hoc Du Phong Viét Nam. QPﬁm d6ng hanh véi HO1 Y Hoc Dy Phéng Viét Nam nang cao kién thic suc khoe cong déng

Code: PP-PRE-VNM-0095
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// [ flgiao duc danh g ching
|

NGUOI LON CO CAN <6 KHOANG
TIEM CHUNG? 600-800 ncAN

NGUGI LGN TU VONG MOI NAM
vi bénh phé cau khuan véi biéu hién
l1am sang thudng gap nhat Ia viém phai .

Vdc xin khéng chi danh cho tré - Vac xin danh cho moi ngudi
HAY HANH DONG NGAY

Ngudi Ién trén 50 tudi, ddc biét la nhiing ngudi trén 65 tuéi, c6 nguy cd gia tdng nhiém phé cdu khudn va cé nhiéu khd ndng
bi mdc bénh phé cdu xam Idn hon Vi ti Ié tu vong, ty Ié mdc bénh va bién chiing cua bénh phé cdu xdm Idn gia téng *.

Tiém vac xin |1a bién phap phong bénh tét nhat.
Hoi bac si clia ban dé biét thém chi tiét.
1.Théng tin ké toa Prevenar 13. LPD da dugc duyét 20/10/2017.

Tai liéu gido duc duoc bién soan, phé duyét va in &n duoc thyc hién béi Hoi Y Hoc Du Phong Viet Nam. & Bfizer déng hanh véi Hoi Y Hoc Dy Phong Viet Nam nang cao kién thc siic khe cong déng.

Code: PP-PRE-VNM-0095
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j@danh cho cong ct ar

THEO TO CHUC Y TE THE GIGI
920 NG
TRE EM TU VONG VAO NAM 2015

vi bénh viém phéi phé cau, chiém 16%
tong s6 tré em dugi 5 tudi ti vongz.

Vi khuan phé cau la nguyén nhan gay bénh tat va tli vong hang dau trén toan thé gidi, la nguyén nhan
chinh gay tl vong 8 cac nudc dang phat trién'. Nhiém vi khuan phé& cau cé thé dan tgi 2

Bénh phé cau xam lan: Viém mang nao ~ 2t 5 L e
Nhiém khuan huyét/ Séc nhiém khuan Viém phl Viemitalgluaicap

Bénh phé cau xam lan la bénh tan cong vao S. pneumonia la nguyén nhan gay
cac khu vuc trong cd thé vén binh thudng 1a viém phéi hang ddu c6 thé phong
Vo tring nhu mau va nao, gay ra bénh canh nglfa bang vac xin udc tinh gay ra
de doa tinh mang bao gém séc nhiém ~34% s6 ca tlf vong do viém phdi & tré
khuan va viem mang nao 2. <5 tudi trén toan thé gidi

S. pneumonia |la nguyén nhan gay ra
30-60% s6 ca viém tai gidla cdp trén
thé gidi va la mét trong nhiing tac
nhan thudng gip nhat & cac trudng
hdp viém tai gilla c6 bién ching *.

C6 t8i 58% s6 bénh nhan phai chiu di chitng cua bénh viém mang néo,
bao gém diéc, cham phat trién tinh than/ tri tué, bat thudng vé van déng, dong kinhe.

HAY HANH DONG NGAY HOM NAY DE CON BAN PUGC BAO VE.

Tiém vac xin |a bién phap phong bénh tét nhat.
Hai bac si clia ban dé biét thém chi tiét.

¥ 2000-15Wahl, et al Lancet Glob Health 2018; 6: €744-57.

s WHO position paper—2012. Wkly Epidemiol Rec. 2012:87(14):129-144
Talliéu gido duc duoc bién soan, phé duyét va in dn dugc thuc hién bai Hoi Y Hoc Dy Phong Vit Nam. & Bfizer déng hanh véi Ho1 Y Hoc Dy Phang Viét Nam nang cao kién thiic sifc khe cong déng

Code: PP-PRE-VNM-0095
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SStsss i KINH TE

AirStart 10 APAP |a dong mady thd kinh t&, co thiét ké
nhé gon. Tu déng diéu chinh ap luc khi.

AirStart 10 [2222]

ResMed | Uc
CPAP, APAP | 4 - 20 cmH20

AirSense 10 Autoset la dong may thd cao cap, cé thiét
k& nho gon. Tat ca tinh nang déu tu dong.
AirSense 10 Autoset for Her dugc t6i vu cho phu ni.

AirSense 10 AirSense 10 (AUTOSET FoR rer]

ResMed | Uc
CPAP Autoset, Autoset for Her | 4 - 20 cmH20

AirMini Autoset |4 dong mdy thd di dong, ndm gon trong
Iong ban tay nhung van day du nhirng chirc ndng cao
cap, phi hop cho nguai di chuyén nhiéu.

[=°]
| - s ‘..
AirMini (AUTOSET)
ResMed | Uc

CPAP, Autoset, Autoset for Her | 4 - 20 cmH20

BILEVEL
AirCurve 10 VAuto la dong mdy thé cao cap, cung cép 2
miuc ap luc tu déng, cé thiét ké nhd gon va tinh xdo. Tat
ca chirc ndng déu hoan toan tu dong.

AirCurve 10 [VAUTg)

ResMed | Uc
CPAPR S, VAuto | 2 - 25 cmHz20

AirView la nén tang
Cloud Internet gitp két
ndi va quan ly céc thiét
bi ResMed.

Xem két qua diéu tri,
theo doi su tuan thua,

Linh kién thay thé day du.
Dich vu dung thir may dé

Mat na da dang, phu hgp
cho nhu cau khéc nhau
clia tirng khach hang.

N ; S thdy hiéu qué, cham séc N\ 7 &
sl Chmh iy T va hd trg ky thuat chu L~ Y.w
Nhanh chong, tiét kiém, ol = W

moi lic moi noi.

Phan phoi: Lién hé:

Céng ty C8 phan Dugc pham CALAPHARCO Phone / WhatsApp / Viber / Zalo: 0933 796 531
112 duong s6 32, P. Binh Trj Déng B, Q. Binh Tan, TP. HCM Email: bang@cpap.vn - Website: cpap.vn - Facebook: cpapvn
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Nox A1 la mdy do da ky gidc ngl
thé hé mdi. .
Nhé gon, di déng, két ni khang day,
dem lai sy thodi méi tot nhat cho
bénh nhan.

Dé& dang cai dat, tin hiéu chi tiét cao,
phan mém manh mé, tiét kiém
nhiéu cong strc cho ky thuat vién va
bac si.

Nox A1

Nox Medical | Iceland
Online, Ambulatory | 57 kénh

. 1
Nox T3s la mdy do da ky giac ho
h&p néng cao.
Nhé gon, don gian, két ndi khong
day, dé dang cai dat.
Kha ndng mé rong cao, tin hiéu chi
tiét cao, xac dinh dugc trang théi
ngd (Thic / NREM / REM) ma
khong can gan dién cuc ndo EEG.

Nox T3s

Nox Medical | Iceland
HST | 24 kénh

Apnealink Air 12 may do da ky ho
hép nho gon.

Thiét ké dep va dé str dung. Nut
Start/Stop truc quan, chi mot [an
bam, rat dé dang dé bénh nhan thao
téc va do thanh cong. .
K&t hop véi nén tang AirView (Cloud
Internet) cho phép xem két qua tur
xa, dé dang trién khai rong han.

Apnealink Air

ResMed | Uc
- \ 4 HST | 7 kénh
: ~

71 Phan phsi: Lién hé:
ez Cong ty C6 phan Dugc pham CALAPHARCO Phone / WhatsApp / Viber / Zalo: 0933 796 531
&u 112 dudng sé 32, P. Binh Tri Déng B, Q. Binh Tan, TP. HCM Email: bang@cpap.vn - Website: cpap.vn - Facebook: cpapvn
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CAC DONG SAN PHAM PHILIPS RESPIRONICS

PIEU TRI GIAC NGU

MAY THO' CA NHAN

REMStar | REMStar BiPAP BiPAP Dreamsta.tlon BiPAP S/T & Dreamstation BiPAP A30/ A40 Trilogy Evo
Pro Auto Pro Auto CPAP & BiPAP AVAPS BiPAP S/T & AVAPS

Bénh nhan OSA chéng OHS, COPD, NMD, OHS, COPD, NMD, OHS, COPD, Théng khi xam I1an va
ap lwc dwong hodc c6 bénh phdi han ché bénh phdi han ché NMD (Nguei lén khéng xam lan
ap lyc diéu tri qua cao e an tré 6 an tré & tré em > 10kg) (Bénh nhan tir 2.5kg)

/';

D, M, /o g< ,4\
CfrtGI

THIET BI BIEU TRI TAI NHA

i 4 |
" ‘ /

\

Pa ky hd hap Pa ky gidc ngu Pa ky gidc nga May tao oxy May gitp ho May x6ng khi dung
Alice NightOne Alice PDx Simply Go Cough Assist E70 Essence, Sami the Seal
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Ban c6 ngdy hay cdm théy’ mét moéi va buodn
ngu vao ban ngay khér)g? Néu cd, ban co thé bi
ngwng thé khi ngu do tac nghén (OSA)

Ngudi méc OSA bi ngwng thd tam théi trong khi ngti vi dwdng thé bi tic nghén.

Triéu chirng ban dém 2 Triéu chirng ban ngay

Nhtrc dau vao budi sang

Nguwoi than ching kién
ngwng thé khi ngu
i

Nghet thé hoac thé
mot cach khé nhoc

Hoi the
binh thwéng

Pudng thd trén moé cho phép
khéng khi ty do ra vao phoi.

Triéu chirng
ngwng the
tac nghén Ngdi gat khi lam cac viéc

Ngay va nguwng thé khi Wiy gay -

Thuwéng xuyén di vé sinh
—
N duwong thé trén sap xudng ¢

Khéng chira trj i |48
- 2 .= £ q'
OSA co6 the dan den N ;
- i E . 5 /
cac bien chirng D" 4
nghiém trong Bénh tim Réi loan Bénh tiéu Cao Dot quy
mach nhip tim duongtuyp2  huyét ap
Pé biét thém thong tin vé ngwng tha khi ngd, vu long ién hé: PHILIPS
Nha phan phéi chinh thirc: — —
Cong ty TNHH Thwong Mai Tam Hop
Dia chi: 570/1 dwong 3/2, phurong 14, quan 10, TP.HCM R E s P I R o N I c
Dién thoai: 028.38 688 588 - Fax: 028.38 688 590 Hotline:
\ Chi nhanh Ha Néi: P501 Toa nha séng Thao 2, 140/2 Dgi Cén, Ba Dinh, Ha Néi TP.HCM: Mr. Duong: 0868 800 240 Mr. Khanh: 0981 810 817
TAM HOP Co,, Chi nhanh Can Tho: 28-33 Pham Ngoc Thach, P. Cai Khé, Q. Ninh Kiéu, Can Tho Ha Néi:  Ms. Phrong: 0981919 130 Ms. Huong: 0981 919 130
Email: tamhop@tamhop.vn Can Tho: Mr. Quéc: 0972 430 570 Mr. Hau: 0346 955 655

Website: www.tamhop.vn
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Tai liéu théng tin thuéc

), NOVARTIS

ultibro
breezhaler

ulhibro 0w

Iy

breezhaler W e

Indacaterol/Glycopyrronium 110/50 mcg = )

Ngay in tai liéu: Ngay 31 thang 07 nam 2019
Tai liéu gém 4 trang. Théng tin chi tiét vé san pham, vui ldng xem trang 4.
S6 gidy xac nhan néi dung théng tin thudc ctia B& Y Té: 184/2019/XNTT/QLD, ngay 04 thang 07 ndm 2019

1. Théng tin ké toa Ultibro® Breezhaler®
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= Tai liéu théng tin thuéc
5 THONG TIN KE TOA

DANG BAO CHE: bot hit chifa trong nang cing kém dung cu hit. THANH PHAN HOAT CHAT: M6i nang chifa indacaterol (dudi dang indacaterol maleat) 110mcg;
Glycopyrronium (dudi dang Glycopyrronium bromide) 50mcg. Méi liéu dugc phong thich (liéu réi khéi dau dung cu ngam ctia dung cu hit) tuong ting véi 85 microgram
indacaterol va 43 microgram glycopyrronium. CHi DINH: Ultibro Breezhaler Ia thudc gian phé quan dugc chi dinh diing mot I&n trong ngay trong diéu trj duy tri d& lam giam
triéu chiing va lam giam cdc dot cip & bénh nhan mécbénh phdi tcnghén man tinh (COPD). LIEU DUNG: Liéu duoc khuyén cdo la matlan hit trong ngay véi Iugng thudc chifa
trong 1 vién nang 110/50 meg qua dung cu hit Ultibro Breezhaler. Suy gidm chifc néng than: c6 thé stt dung & mic liéu khuyén cdo cho bénh nhan suy gidm chiic nang than
tir nhe dén trung binh. Chi nén st dung Ultibro Breezhaler cho bénh nhan suy thén ndng hodc bénh than giai doan cudi can loc mau néu hiéu qua clia thudc vugt tri hon nquy
(0. Suy gidm chifc nang gan: 6 thé st dung Ultibro Breezhaler & miicliéu khuy&n cdo cho bénh nhan suy giam chifcnang gan it nhe dén trung binh. Chua co di liéu trén bénh
nhan suy gan nang. Tré em (duéi 18 tudi): Khang sit dung Ultibro Breezhaler cho bénh nhan dudi 18 tudi. Ngu®i cao tudi (trén 75 tudi): 6 thé sit dung Ultibro Breezhaler &
muc liéu dugc khuyén cdo cho bénh nhan trén 75 tudi. CACH DUNG: Chi duing vién nang Ultibro Breezhaler theo dutng hit qua miéng va chi ding véi dung cu hit Ultibro
Breezhaler. Khong dugc nudt vién nang Ultibro Breezhaler. Nén diing vao cling thai gian méi ngay. Néu quén diing thudc, nén dung lai sém nhat cé thé. Bénh nhan cin dugc
hu6ng dan dé khong dung qué mot liéu thudc trong ngay. Vién nang Ultibro Breezhaler nén dugc bao qudn trong vi nhom dé tranh &m, va chi b thudc ra khéi vi NGAY TRUGC
KHI SU'DUNG. Khi ké don Ultibro Breezhaler, nén hutng dan cho bénh nhén sif dung dung cu hit dting cach. Can héi ki cd phéi bénh nhan da nudt thudc chif khong phai hit thudc
khong néu bénh nhan khong cé s cai thién nhip tha. CHONG CHi DINH: Bénh nhan qué man vdi indacaterol hodc glycopyrronium, mot thanh phén clia Ultibro Breezhaler, hoc
bt ci thanh phan nao cta thudc. CANH BAO VA THAN TRONG: Khng diing ddng thai Ultibro Breezhaler véi cac thudc ¢6 chida cht ddng van beta-adrenergic tac dung kéo
dai hodc cac thudc ddi khang thy thé muscarinic tac dung kéo dai. Hen phé quan: Khang duing Ultibro Breezhaler d€ diéu tri hen phé quan do thiéu cc ditliéu cho chi dinh nay.
Khéng sitdung trong trubng hop cap tinh: Ultibro Breezhaler khdng dugc chi dinh dé diéu tri cac con co thét phé quan cdp. Qué man lién quan dén indacaterol: Néu xudt
hién céc ddu hiéu ctia phan ting dj dng (dac bit a khé thé hodc khd nudt, sung IuGi, moi va mat, néi mé day, phat ban da), nén ngimg dung thudc ngay va ¢6 bién phap diéu tri
thich hgp. Co that phé quan nghich Iy: Gidng nhu céc lidu phap diéu tri dang hit khac, dung Ultibro Breezhaler c6 thé dn dén co that phé quan nghich Iy, 6 khi de doa dén
tinh mang. Néu xudt hién biéu hién co tht phé qun nghich Iy, nén ngimg ding Ultibro Breezhaler ngay I3p tiic va c6 bién phap diéu tri thich hop. Tacdung khang cholinergic
lién quan dén glycopyrronium: nén than trong khi stt dung Ultibro Breezhaler cho bénh nhan bi glaucom géc déng hoéc bi tiéu. Bénh nhén suy gidm chifc nang than néng:
(hi st dung Ultibro Breezhaler cho bénh nhén suy than nang (t6c d6 loc cdu than udc tinh dudi 30 mL/phiit/1,73 m?) bao gém cac bénh nhan suy than giai doan cudi cin loc
mdu trong trudng hop lgi ich clia thudc vugt trdi hon nguy co va nén dugc theo doi cht cac phén (ing bét lgi clia thudc. Tac dung toan thén cta cac chat dong van beta: nén
than trong khi st dung Ultibro Breezhaler cho bénh nhan c6 bénh Iy tim mach (bénh mach vanh, nhdi médu co tim cap, loan nhip tim, tang huyét p), bénh nhan mac ddng kinh
hodc nhiém dc tuyén gidp va cac bénh nhan c6 dép (ing bat thuong véi cc thudc dong van beta2-adrenergic. Khong nén sir dung Ultibro Breezhaler nhiéu lan hon hodc & liéu
a0 hon khuygn cao. Tac dung trén tim mach ctia cac chat ddng van beta: Ultibro Breezhaler co thé gay dnh hung trén tim mach ¢6 y nghia lam sang & mét s bénh nhan
thé hién qua ting nhip tim, huyét 4p, c6 hodc khéng 6 triéu chiing. Trong trudng hop nay, cén can nhdcngimg ding thudc. Tac dong c6 y nghia lam sang lién quan dén kéo dai
khodng QTc chura duge ghi nhan trong céc thif nghiém Iam sang clia Ultibro Breezhaler st dung liéu diéu trj dugc khuyén cdo. Ha kali mau ctia cac chat dong van beta: Tic
ddng ¢4 y nghia Iam sang lién quan dén ha kali méu chua dugc ghi nhan trong cac nghién ctiu Idm sang véi Ultibro Breezhaler stf dung liéu diéu tri dugc khuyén cdo. Tang
glucose mau vdi cac chat dong van beta: Bénh nhan dai théo dudng nén duoc theo ddi chat hon khi bat du diéu tri béing Ultibro Breezhaler. Ultibro Breezhaler chua duoc
nghién ciu trén bénh nhan dai thdo duting khdng duoc kiém soat tét duong huyét. PHAN UNG BAT LOT CUA THUGC: Rdt thuting gdp (>1/10): nhiém khuan duong ho hap
trén; thudng gdp (=1/100 dén < 1/10):Viém mdi hong, nhiém khudn dudng tiét niéu, viém xoang, viém mili, qud man, ting duéng huyét va bénh déi thao dudng, chéng mét,
nhic dau, ho, dau miéng-hong bao gm 3 kich ting hong, khé tiéu, sau rang, tic nghén bang quang va bi tiéu, sdt, dau nguc; it gdp (=1/1,000 dén <1/100): Phii mach, mat
ngt, glaucoma, bénh tim thiéu mau cuc bd, rung nhi, nhip tim nhanh, dénh trdng nguc, co that phé quan nghich Iy, khé phat am, chdy mau cam, viém da day rudt, kho miéng,
ngtia/phdt ban, dau coxuong, co thét g, dau ca, dau & chi, phi ngoai bién, mét mdi; hiém gdp (> 1/10.000dén < 1/1.000): Di cam. Thang bdo cho béc sinhiing téc dung khdng
mong mudn gap phai khi st dung thudc. TUONG TAC, TUONG KY COA THUOC: Chua ¢ nghién c(iu tuong tac thudc — thudc dac higu dugc thuc hién trén Ultibro Breezhaler.
Thong tin vé kha nang tuong tdc ctia Ultibro Breezhaler dua trén khd nang gay tuong tac clia ting thanh phan don tri liéu ctia thudc. Khdng nén dung Ultibro Breezhaler cing
cacthudc chen beta-adrenergic (bao gom ca cac thudc nhd mdt). Trong trudng hop can thiét, nén uutién Iva chon cac thudc chen beta-adrenergic chon loctrén tim, nhung nén
sit dung thén trong. Than trong khi st dung véi cic thudc c6 kha néng kéo dai khoang QTc (thudc tic ché monoamine oxidase, thudc chdng tram cam ba vong...) vicé thé lam
tang nguy co gay loan nhip that. St dung ddng thdi véi cac thudc cudng giao cdm khéc (don ddc hodc & trong dang phai hop) ¢6 thé lam tang tac dung bét lgi clia indacaterol.
St dung ddng thdi vdi cdc dan chat methylxanthin, cac steroid, céc thudc loi tiéu khdng git kali 6 thé 1am téng téc dung ha kali mau clia cac thudc ddng van beta2-adrenergic.
Muic @0 phoi nhiém thudc tang do tuong tac thudc véi cac thudc i ché manh va dac hiéu CYP3A4 va P-gp (nhu ketoconazol, erythromycin, verapamil va ritonavir) nhung khéng
6 bt ky dnh hudng nao dén d an toan clia thudc. Tuang tac lién quan dén glycopyrronium: Si dung dong thai Ultibro Breezhaler vdi céc thudc khang cholinergic dang
hit khdng dugc khuyén céo. Dy kién khong cd tuang tac thudc khi duing glycopyminium déng thai vi imetidin hodc cac thudc tic ché hé vén chuyén cation hiiu co khac. BOI
TUONG DAC BIET: Phu ni trong d6 tudi sinh san: Chua co cic khuyén cdo dic biét cho phu nif trong @9 tudi sinh san. Phu nif ¢6 thai: Chua c6 cac dit liéu trong viéc sir dung
Ultibro Breezhaler cho phu ni cd thai. Chi nén st dung Ultibro Breezhaler trong thai ky mang thai néu hiéu qua ctia thudc vugt trdi hon nguy co clia thudc trén thai nhi. Phu nit
cho con bui: chi nén st dung Ultibro Breezhaler cho phu nit dang cho con bi khi loi ich ctia thudc vt tréi hon nguy co ctia thudc trén tré em. Khd nang sinh san: khong cho
thdy dnh huéng cla thudc trén khd nang sinh sn cda ¢ nam va nit. Qud trinh chuy@n da va sinh con: Tuong tu cic thudc dong van beta2-adrenergic khdc, Ultibro Breezhaler
<O thé tic ché qué trinh chuyén da do tac dung gian co tron tif cung. ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC: San pham nay c6 anh huéng khéng déng
ké d&n kha néing 14 xe va van hanh may méc. Tuy nhién, chéng méit c6 thé xdy ra va dnh huéng dén kha nng I4i xe va sirdung méy méc. QUA LIEU: Qué liéu c6 thé din dén tc
dung kich thich qud muic beta2-adrenergic dién hinh nhu nhip nhanh, run, danh tréng nguc, dau dau, budn nén, ndn, budn ngd, réi loan nhip tht, nhiém acid chuyén héa, ha
kali mdu va tang glucose huyét hodc c6 thé gay ra téc dung khéng cholinergic, nhu ting nhan &p (gdy dau, réi loan thi gidc hodc 86 mat), tdo bon hodc tiéu kho. Diéu tri hé trg
va diéu tri triéu chiing duoc chi dinh trong trudng hop ny. Trong trutng hap nghiém trong, nén cho bénh nhan nhap vién. St dung céc thudc chen beta chon loc trén tim ¢ thé
dugc can nhac d& diéu tri cac trigu chiing cudng beta2-adrenergic nhung phai dudi syt gidm sét clia bac sTva cin hét siic than trong vi stt dung cac thudc chen beta-adrenergic c6
thé gdy co that phé quan. HAN DUNG: 18 thang ké tir ngdy san xuét. QUY CACH DONG GOI: Hop gom 5 vi x 6 vién nang cting kém 1 dung cu hit; Hap gém 1vi x 6 vién nang
ciing kem 1 dung cy hit; Hop gém 2vix6 vién nang ciing kém 1dung cu hit. DIEU KIEN BAO QUAN: Khang bdo quan thudc trén 30°C. Trénh &m. Khdng nén st dung Ultibro
Breezhaler sau ngay “EXP” ghi trén v hdp. Ultibro Breezhaler phai dugc giif ngoai tim quan sat va tim vdi ciia tré em. CO' S&' SAN XUAT: Novartis Pharma Stein AG,
Schaffhauserstrasse, 4332 Stein, Thuy S7. NHA NHAP KHAU: Cang ty cd phan Duc liéu Trung Uong 2, s& 24 Nquyén Thi Nghia, Quan 1, Tp. H Chi Minh, Viét Nam.

Moi thong tin chi tiét vui Iong lién hé: VPDD Novartis Pharma Services AG

‘ ‘ TP.H8 Chi Minh: Lau 10, Toa nha Centec, 72-74 Nguyén Thi Minh Khai, P6, Q3. BT: (028) 3823 9090 - Fax: (028) 3823 9595 2
( } N OVA RT I S Ha N@i: Léu 16, Toa nha Geleximco, 36 Hoang Cau, Quan Ddng Da. DT: (024) 3217 1255 - Fax: (024) 3217 1256

ULT084-15-01-2018

62



HOI NGHI THUONG NIEN
G101 THIEU SAN PHAM CONG TY TAI TRQ HOI Y HOC GIAC NGU VIET NAM LAN THU HAI

Tai liéu théng tin thuéc

(
uliil:lrt:i’s gLl A o
breezhaler  HUGNG DAN SU DUNG, XU LY VA HUY BO

Indacaterol/Glycopyronium 110/50 meg

Mét bo Ultibro Breezhaler bao gom:

« M6t dung cu hit Ultibro Breezhaler

« Mét hoac nhiéu vi thudc chifa vién nang Ultibro Breezhaler
dugc st dung trong dung cu hit

Dung cu hit Vi thudc

(Chi stt dung dung cu hit Ultibro Breezhaler c6 trong bd nay.

Khdng an vién nang qua IGp gidy bac dé dua thudc ra khai vi.

Xt Iy mdi dung cu hit sau 30 ngay st dung. Hoi y kién duoc sy vé cach xtt Iy thudc va dung cu hit khong con stt dung.
Khéng nuét vién nang Ultibro Breezhaler. Bt chia trong nang dugc stt dung dé hit.

Kéondpra Ldy vién nang Ultibro Breezhaler ra:
Vién nang nén luon duoc bdo quan trong vi
va chi duoc Idy ra ngay trudc khi st dung.
Ldy vién nang ra khoi vi bang tay kho.

M& dung cu hit: Dat vién nang:

Giir chat ddy dung cu hit va kéo nghiéng Pat vién nang vao budng chifa.

dau hit dé m& dung cu hit.

Khéng bao gi¢ dugc dat vién nang truc
tiép vao dau dung cu hit.
&) Chudn bi vién nang: Dong dung cu hit:
Tach riéng vi mang mot vién nang ra khoi Dong chdt dung cu hit. Ban sé nghe thay mot
“|' vi thudc bang cach xé vi theo dudng duc tiéng “clic” khi da dong chat hoan toan.

16 trén vi thudc.

Xé bd 1dp bdo vé bén ngoai dé 19 ra vién ‘

nang (khdng an vién nang qua lop gidy

bac).
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Choc thiing vién nang:

Gilt dung cu hit thang ding véi diu
dung cu hit huéng lén trén.

Nhén chéc c hai nit cing mat lic. Ban
sé nghe thdy tiéng “clic” khi vién nang da
dugc choc thing.

Khéng an vao nit choc thing qua
métlan.

Nha nit hoan toan.

Thé ra:
Thé manh ra trude khi dat dung cy hit
vao miéng.

Khéng bao gidr thdi vao dung cu hit.

Hit thuéc:

« Giif dung cu hit nhu trong hinh vé véi
hai niit vé phia trdi va phai (khdng dé
nit & phia trén va phia dudi).

« D3t dung cu hit vao mom, ngam chat
miéng vao dung cu hit.

« Hit vao nhanh nhung déu dan, cang
sdu cang tot. Khong an vao niit choc
thiing.

N
R
¥ hino |

- Khéng nudt vién nang Ultibro Breezhaler.

Chi it dung dung cu hit Ultibro Breezhaler c6 trong b nay.
- Ludn bao quan vién nang Ultibro Breezhaler trong viva chi dutoc thao ra ngay trudc khi st dung.
- Khang bao giodat tryc tiép vién nang Ultibro Breezhaler vao déu dung cu hit Ultibro Breezhaler.
- Khong &n niit choc thiing vé nang qua mot lan.
- Khéng bao gids théi vao dung cu hit cia b hit Ultibro Breezhaler.
- Ludn nha ndt &n vao truckhi hit.

HOI NGHI THUONG NIEN
G101 THIEU SAN PHAM CONG TY TAI TRQ HOI Y HOC GIAC NGU VIET NAM LAN THU HAI

Tai liéu théng tin thuéc

Chi y:

Khi ban hit vao qua dung cu hit, vién nang quay xung
quanh budng dat va ban nghe thay tiéng kéu vo vo. Ban
sé thdy cd vi ngot khi thudc di vao phai.

Néu ban khang nghe thay tiéng vo vo, vién nang co thé
bi mac ket trong budng dat. Néu diéu nay xay ra, mé
dung cu hitva can thin g vién nang bang cach gé vao
day dung cu hit. Khdng an vao niit choc thing dé g
vién nang. Lap lai budc 9 va 10 néu can thiét.

Nin thé:

Tiép tuc nin thd trong vong it nhat 5 dén 10 gidy va kéo
dai thodi mdi cd thé trong khi bé dung cu hit ra khéi
miéng. Sau dd thé ra. M& dung cu hit dé kiém tra co con
bt dong lai trong vién nang hay khong. Néu van con
bot dong lai trong vién nang, ddng dung cu hit va lap lai
bucc 9 dén 12. Hau hét ngudi dung déu co thé lam rong
vién nang vdi mot hoac hai lan hit. Mt s6 nquai thinh
thoang ho mdt thai gian ngdn ngay sau khi dung thudc.
Néu ban bi nhu vy, dimg lo ldng, néu vién nang trong
chitng td ban da nhan dugc da liéu.

Bé vién nang rong:

Sau khi dung xong liéu hang ngay Ultibro Breezhaler,
banmélai dung cuhit, loai bé vién nang rong bang cach
nghiéng nd ra khai budng dat vién nang va bé nang di.
Héng dung cu hit va déng nap lai.

Khong bdo quan nang thudc trong dung cu hit
Ultibro Breezhaler.

- Khang bao gidrita bo hit Uttibro Breezhaler bang nudc. Gii bd hit luon kho rao. Doc muc dui day “Lam thé nao dé lam sach dung cy hit ctia ban'”

- Khéng bao gitrdiing dung cu hit Ultibro Breezhaler vdi muc dich khac.

- Ludn st dung dung cu hit Ultibro Breezhaler mdi di kém vdi bo thudc Ultibro Breezhaler mdi cia ban.
- Khéng bdo quén vién nang trong dung cu hit Ultibro Breezhaler.

Ludn gitt dung cu hit Ultibro Breezhaler va vién nang Ultibro Breezhaler & noi kha rdo.

Lam sach dung cu hit: Khong bao gid rtfa bang nudc. Lau bén trong va bén ngoai dung cu hit bing mdt miéng vai khd, sach dé loai b phan bdt

 thudc con . Giitdung cu hit luon kho
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A > > ]
GIAC NGU CUA BAN
Vg A ? A
SU MENH CUA TOI
Chai xit dé ngt - chéng mdt ngt SLEEPLAB Lavender
Mdt na ngu x6ng hoi SLEEPLAB Lavender
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HOI NGHI THUONG NIEN

® &7
Trong tat ca cac nhu cau thiét yéu ton tai cta con SLEEPLAB H
ngudi, c6 thé néi GIAC NGU NGON la yéu té quan S
trong thit hai sau AN NGON.

Va c6 mét gidc ngti ngon lanh - an yén 1 mong mudn cta tat ca moi ngudi. Thé nhung,
vi rdt nhiéu ly do khéac nhau khién cho viéc can bang gidc ngt déi véi nhiéu ngudi lai tré
nén vo cung kho khan.

Khé ngt, mét nga kéo dai anh hudng rat nghiém trong dén sic khoe va cudc séng cia
ban than va gia dinh.

Bo doi bao gom Chai xit dé ngu - chng mat ngu SLEEPLAB Lavender va Mit na
ngu x6ng hoi SLEEPLAB Lavender 1a mot giai phap hop ly cho viéc hé trg cai thién
gifc ngl bang phudng phép tri liéu mii hudng Aromatherapy.

San pham dugc t3i uu bang khoa hoc thong qua su két ndi ctia cac mui hudng tinh dau quy
nhu: Lavender, ctic La Ma Maroc, c6 Hudng Bai, tinh dau Nhii Huong, Pan Huong Trang,
Quang Hoac Hudng va tinh diu Cam Bergamot.v.v.

Diing chai xit vao mdi t3i triéc khi ngit 15p sé gitip ban GIAM CANG THANG - MET MOI,
déng thoi GIUP NHANH CHONG DI VAO GIAC NGU - DE NGU, NGU NGON VA SAU
HON. Giéc ngu day du va théng giac, khong mong mi, sang ddy tinh tdo va tran day nang lugng.

Mit na ngli xong hoi SLEEPLAB Lavender 12 budc thi hai hd trg kép cho viéc cdi thién gidc ngu.
Mit na san xut theo cong nghé Self - warming Han Qudc bang vai y té khong dét, rit an toan
cho da, khong gay kich tng.

Nhiét dd mit na 4m 1én sau md tdi khoang 41 d6 C c6 cong dung: GIUP GIAM MOI MAT, LAM
DIU CAM XUC, THUC PAY LUU THONG MAU tét, gitip d& nga va ngi ngon hon.

Sit dung bo doi hd trg cai thién gidc ngn sé gitp ban DE DANG NHANH CHONG DI VAO
GIAC NGU - NGU SAY VA NGON GIAC DEN SANG.

® San phim an toan tii tinh dau thuc vat ty nhién
® SLEEPLAB la phuong phép tét nhat gitip ban dé ngt lau dai

DE DANG - NHANH CHONG -

PI VAO GIAC NGU ‘
R ] SLEEPLAB

NGU NGON HON - NGU SAU HON - 2

SPA STEAM EVE MASK

GIAC NGU CO CHAT LUONG

SLEEPLAB dong hanh ciing Hji Y hoc Gidc ngii Viét Nam
trong cham soc sivrc khoe gidac ngu
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Tai liéu théng tin thube

Diéu tri duy tri gian phé quan lam giam
N~ \ cac triéu chirng & ngwei Ién bi bénh
[ avoro N | phéi tac nghén man tinh (COPD)

@ | ANORO Ellipta

Umeclidinium/Vilanterol

LAMA/LABA dung 1 lan/ngay ("

(1) Thong tin ké toa san pham

S6 giay xac nhan ndi dung théng tin thuéc ctia B6 Y Té: 307/2020/XNTT/QLD ngay 22 thang 09 nam 2020
In tai liéu ngay xx thang xx nam xxxx

Tai liéu nay c6 8 trang, théng tin chi tiét san phdm xem & trang 6,7,8

PM-VN-UCV-BROC-190001. Ngay chuan bi 19/08/2020
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Tai liéu théng tin thubc

CAC NGHIEN Cl’U LAM SANG ()

Tinh an toan va hiéu qué cia ANORO ELLIPTA dung 1 lan/ngay da dwoc danh gia trong 8
nghién clru 1dm sang pha Il & nguoi trwdng thanh véi chan doan 1am sang COPD; trong do 5
nghién clru trong thoi gian 6 thang vé hiéu qua (DB2113361, DB2113373, DB2113360,
DB2113374 va ZEP117115), 2 nghién clru 12 tudn vé src bén thé lwc (exercise endurance)
(DB2114417 va DB2114418) va 1 nghién ciru (DB2113359) danh gia tinh an toan cua
umeclidinium/vilanterol st dung trong suét liéu trinh 12 thang. Cac nghién ctru gém c6 ANORO
ELLIPTA 62,5/25 mcg va/hoéc umeclidinium/vilanterol 125/25 mcg, tat ca dung 1 lan/ngay.

Cac nghién clru déi chirng véi gia dwoc

Trong mét nghién clru 6 thang, DB2113373, ANORO ELLIPTA 62,5/25 mcg cho thdy sw cai
thién cé y nghia théng ké vé chirc ning phéi (dwee xac dinh biang sw thay déi FEV1 day
(trough) & tuan th(r 24 so véi thoi diém bat dau nghién clru) khi so sanh véi gia dugc. Tac dung
gian phé quan cia ANORO ELLIPTA khi so sanh vé&i gid dwoc da dwoc thiy rd sau ngdy dau
tién diéu tri va dwgc duy tri trong subt khoang thoi gian diéu tri 24 tuan.

FEV1 day (L)
Sw khac biét so
v&i gia dwoc
Thoi diém bat Sw thay doi so, Sw khac biét
dau (SD) V&I thfyi diem bat dieu tri (95% Cl)
dau (SE) Giatrip
Nghién ctru DB2113373
ANORO ELLIPTA 1,28 0,17 i 1%’_15 el
62,5/25 mcg OD (n=413) (0,56) (0,01) <0.001
H ! 1,20 0,00 i
Gia dwoc (n=280) (0.47) (0.02)

Céc chir viét tat: Cl= khoang tin cay; FEV1= th& tich thé

FEV1 day (mL : 3
¥ (mL) ra gang strc trong 1 giay dau tién; L= lit; mcg= microgam;

e n= sb lwong tiép nhan diéu tri; OD= mét I&n mdi ngay;
) = Aa 14 R - = ool 2
@ S 170mL SD= dé léch chuan; SE= sai s6 chuan.

L

> =

ok

r;g‘)g il

> o —

2'55 il

* e

* ‘ omL
ANORO Ellipta Gia dwoc
62,5/25 mcg (n=280)
(n=413)

(1) Théng tin ké toa san pham PM-VN-UCV-BROC-190001. Ngay chuan bi 19/08/2020 2
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Tai liéu théng tin thubc

CAC NGHIEN CU’U LAM SANG (1)

Cac nghién ctru so sanh v¢i Tiotropium

Trong cac nghién ctru ZEP117115 va DB2113360, diéu tri véi ANORO ELLIPTA 62,5/25 mcg da
mang lai sw cai thién cé y nghia thédng ké va y nghia lam sang trong s thay déi FEV1 day &
thoi diém tuan th( 24 so véi ltc bt dau nghién clru khi so sanh véi tiotropium. Trong nghién clru
DB2113374, ANORO ELLIPTA 62,5/25 mcg cho thay sw cai thién c6 y nghia lam sang trong sw
thay doi FEV1 day & thoi diém tuan th(r 24 so véi lic bat dau nghién clru khi so sanh véi tiotropium

FEV1 day (L)
Sw khac biét so
voi tiotropium
Thoi diém | Sy thay déi so véi thoi | S¥ t':??:s?/iéél‘)’ieu
bat dau (SD) diém bat dau (SE) Gia tri p
Nghién ctru ZEP117115
ANORO ELLIPTA 1,25 0,21 © 0%’,13 14)
62,5/25 mcg OD (n=454) (0,49) (0,01) <0.001
Tiotropium 18 mcg OD (n=451) ((1),4218) (8’8?) -
Nghién ctru DB2113360
ANORO ELLIPTA 1,32 0,21 © 03’.03 12)
62,5/25 mcg OD (n=207) (0,53) (0,02) o
<0,001
Tiotropium 18 mcg OD (n=203) (g’gg) (g'gg) :
Nghién ctru DB2113374
ANORO ELLIPTA 1,16 0,21 0,06
62,5/25 mcg OD (n=216) (0,48) (0,02) (0'810;1%1 1)
Tiotropium 18 mcg OD (n=215) (8’1‘;) (8'(1)2) -

FEV1 day (mL)

AL Céc chiy viét tat: Cl= khoang tin cay; FEV1= thé
- tich thé ra gang strc trong 1 giay dau tién; L= lit;
o o i :
5 a S — mcg= microgam,; ]
>3 n= sb lwong tiép nhan diéu tri; OD= mét lan méi
s ngay; SD= dé léch chuan; SE= sai sé chuan.
o ‘§ * Boi vi két qua clia mét kiém dinh truée trong
TE 9g_| 90mL chudi kiém dinh theo trinh tw dinh san khong dat
5‘;‘5’ = dwoc y nghia thong k&, nén y nghia thong ké
3;- 5 khong thé dwoc suy ra cho su so sanh nay.
=
“ " ANORO Ellipta Tiotropium
62,5/25 mcg 18 mcg
(n=454) (n=451)
Nghién ctru ZEP117115
(1) Thong tin ké toa san pham PM-VN-UCV-BROC-190001. Ngay chuan bij 19/08/2020 3
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HUONG DAN SU DUNG ()

el 0137137

a) Poc ky cac chi dan sau trwéc khi siv dung.

Néu ban m& va déng nap day ma khéng hit thudc, ban sé mat liéu thudc dé.

- Liéu thuéc mét sé bi gir bén trong dung cu hit, nhwng sé khéng s dung dwoc nira.

- Khoéng thé tinh c& hit phai thém 1 lidu thubc hodc hit phai liéu thubc g&p ddi trong mét 1an hit.

Nip day
B6 dém liéu MGi lan ban mé
Cho biét c6 bao nhiéu lidu thubc con lai trong dung cu hit. nap nay la ban
Trwére khi ste dung, dung cu hit chi chinh xac 30 lidu. tCr?L:J:cn débr!m 1 lieu

N6 s& gidm bt 1 sau mbi lan mé nép day.

Khi con dwéi 10 liéu thudc, mot niva ctia bé dém liéu sé co
mau do.

Sau khi ban st¥ dung liéu cudi cung, mét nira bé dém liéu cé
mau d6 va sé 0 hién ra. Khi d6 dung cu hit clia ban da hét
thudc.

Néu sau d6 ban mé nap day, bo dém liéu sé chuyén tir dé mot
ntra thanh do toan bo.

(1) Théng tin ké toa san phdm PM-VN-UCV-BROC-190001. Ngay chuén bi 19/08/2020 4
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Tai liéu théng tin thubc

HUONG DAN SU DUNG ()

b) Chuan bi mét liéu thuéc

- Chi m& nap khi ban da sén sang dé dung 1 liéu
thudc
Khéng lac dung cu hit.

- Trwot nap day xudng cho dén khi nghe tiéng
“tach"

DAau ngam

L6 thong khi

HOI NGHI THUONG NIEN

HOI1 Y HOC GIAC NGU VIET NAM LAN THU HAI

c) Hit thuéc

- Trong khi gitr dung cu hit xa khoi miéng,
thé ra hét sirc co thé.

Khoéng thé vao dung cu hit.
- Pit ddu ngam vao giira hai méi, khép
maoi vira khit xung quanh.

Khéng dé ngén tay chan 16 théng khi.

Dat moi vira khit
dwong vien cula

chin 16
thong khi bang cac
ngoén tay cua ban

- Hit vao mét hoi dai, déu va sau. Nin the
lau nhat cé thé (it nhat 3-4 giay).

- Lay dung cu hit ra khéi miéng.

- Thé ra tir tir va nhe nhang.

C6 thé ban sé khong cam thdy mui vi hay cdm
nhan thay thubc, ngay cd khi ban si dung
dung cu hit ding cach. Trwée khi dong nap
day, néu ban muébn lam sach dau ngam, hay
dung mét chiéc khan giay khé.

Bay gi® thubc da san sang dé hit vao.

B6 dém liéu sé giam b6t 1 dé xac nhan.

- Néu bo dém liéu khong giam xuéng khi ban
nghe thay tiéng “tach”, dung cu hit sé khéng
phéng thich thuéc. Mang dung cu hit dé dén
dwoc sy ctia ban dé dwoc tw van.

- Khéng bao gior dwoc lic dung cu hit.

d) Béng dung cu hit

Trwot ndp day lén trén
hét mirc c6 thé dé day
dau ngam.
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Tai liéu thong tin thubc

TRINH BAY

THANH PHAN DU'Q'C CHAT: Méi liéu phéng thich
(liéu di ra khéi dau ngam cua dung cu hit) chira 55
microgam (mcg) umeclidinium (twong dwong voi
65 mcg umeclidinium bromlde) va 22 mcg vilanterol
(dang trifenatate). Liéu nay twong trng véi liéu 62,5
mcg umeclidinium (twong dwong véi 74,2 mcg
umeclidinium bromide) va 25 mcg vilanterol (dang
trifenatate) khi chwa phong thich. THANH PHAN
TA DU’QC Lactose monohydrate (chira protein
s(ra) ghoang 25 mg lactose monohydrate trong
mdi liéu). Magnesium stearate. Dang bao ché:
Thubc bét hit phan liéu. Dung cu hit mau xam nhat
co mdt nép day du ngam mau dé va sdn mot bd
dém liéu. Dung cu hit Elllpta c6 chira hai dai tui
phdng, trong méi tti phdng cé bét thubc mau tréng.
Quy cach déng goi: HOp cé 1 dung cu hit chira 30
liéu hit. CHI BINH: ANORO ELLIPTA duwoc chi dinh
trong diéu tri duy tri gian phé quan dé Iém giam cac
triéu chirng & nguoi Ién bi bénh phdi tic nghén
man tinh (COPD). LIEU LUQNG VA CACH
DUNG: ANORO ELLIPTA chi dung dé& hit qua
miéng. ANORO ELLIPTA nén duoc st dung 1 I&n
duy nhét, vao 1 thoi diém cb dinh mdi ngay. Nguoi
I&n: Liéu dwoc khuyén cao va la lidu téi da 1a mot
lidu hit ANORO ELLIPTA 62,5/25 mcg, 1 Ién/ngéy.
Tré em: Dwa vao chi dinh clia sén ph&m, viéc st
dung cho bénh nhan dwéi 18 tudi l1a khéng phu
hop. Ngwei cao tudi: Khong can diéu chinh I|eu &
cac bénh nhan trén 65 tudi. Suy than: Khéng can
diéu chinh liéu & cac bénh nhan suy than. Suy gan:
Khéng can diéu chinh liéu & cac bénh nhan suy gan
nhe hodc trung binh. Viéc s dung ANORO
ELLIPTA chuwa dwgc nghién clru trén cac bénh
nhan suy gan nang, do vay nén duwoc str dung than
trong. CHONG CHI BINH: Chéng chi dinh dung
ANORO ELLIPTA cho cac bénh nhan di rng nang
VOi proteln sira. Chong chidinh cho cac bénh nhan
nhay c&m véi cac thanh phan dwoc chét va bat ky
ta dwoc nao duwoc liét ké trong muc thanh phan
duoc chét va thanh phan ta dwoc & trén. CANH
BAO VA THAN TRONG: Chét chi van
beta2-adrenergic tac dung kéo dai (LABA), chang
han nhuw vilanterol, 1am tang nguy co t&r vong &
bénh nhan hen. Mét thlr nghiém déi chirng gia
duoc véi mét LABA khac (salmeterol) cling da cho
thdy sw gia ting céc trwdng hop tr vong do hen.
Tac dong nay cla salmeterol dwgc xem la tac dung
nhém cua tat cd LABA. Viéc st dung ANORO
ELLIPTA chwa dwoc nghién ctru & cac bénh nhan
hen, va khéng duoc khuyén cao dung cho nhém
bénh nhan nay. ANORO ELLIPTA dugc st dung
trong diéu tri duy tri COPD. Khdéng nén dung
ANORO ELLIPTA dé lam giam céc triéu chirng cap
tinh, térc 1a ding nhw thuéc cét con trong diéu tri
cac dot co that phé quan cap tinh. Nén diéu tri cac
triéu chirng cép tinh bang thuéc gian phe quan tac
dung ngén dang hit. Viéc gia tang st dung thubc

HOI NGHI THUONG NIEN

HOI Y HOC GIAC NGU VIET NAM LAN THU HAI

gian phé quan tac dung ngén
dé lam gidm c4c triéu chirng cho
thdy rang tinh trang kiém soat
bénh x4u di va khi d6 bénh nhan
nén dén bac sy kham lai. Ciing nhw
cac lieu phap duwong hit khac, viéc st

dung ANORO ELLIPTA c6 thé gay co that phé
quan nghlch IY lam de doa tinh mang bénh nhan
Nén ngwng diéu tri bAng ANORO ELLIPTA néu co
that phé quan nghich Iy xay ra va st dung liéu phap
thay thé néu can. Cac tac dong trén tim mach, vi du
loan nhip tim nhw rung nhi va nhip tim nhanh, c6 thé
thay sau khi dung cac thubc kich thich than kinh
giao cam va cac thubc déi khang thu thé
muscarinic, bao gdém ANORO ELLIPTA. Do dé, nén
than trong khi dung ANORO ELLIPTA cho cac
bénh nhan bi bénh tim mach nang. Do hoat tinh
khang muscarinic cta thuéc, nén than trong khi
dung ANORO ELLIPTA cho cac benh nhan bi bénh
glécdm géc déng hodc bi tiéu. Viéc sk dung
umeclidinium/vilanterol chwa dwoc nghién clru trén
cac bénh nhan suy gan nang, do vay nén dugc st
dung than trong (xem Liéu lwong va cach dung).
Chét chd van beta,-adrenergic c6 thé lam gidm kali
huyét dang ké & mot s6 bénh nhan, ¢6 kha nang
gay ra céc tac dong tim mach bét loi. Sw gidm kali
huyét thanh thuwéng 1a thoang qua, khéng can Iléu
phéap bd sung. Khong c6 cac tac dong lién quan vé
mét lam sang cla gidm kali huyét dwoc quan sat
thdy trong cac nghién ciu lam sang voi
umeclidinium/ vilanterol & liéu diéu tri khuyén céo.
Can than trong khi str dung umeclidinium/vilanterol
v&i cac san phém thubc khac cling cé kha néng gay
gidm kali huyét (xem Tucyng tac thubc). Chét chu
van beta, adrenerglc c6 thé gay tang duong huyet
thoang qua & mot s6 bénh nhan. Khéng cé cac tac
déng lién quan vé mét lam sang lén glucose huyét
twong dwoc quan sat thay trong cac nghién ctru
ldam sang véi umeclidinium/vilanterol & lieu diéu trj
khuyén cao. Ngay khi bdt dau diéu tri voi
umeclidinium/vilanterol, can theo d&i chat ché néng
do glucose huyét twong & cac bénh nhan bij tiéu
dwong. Thude nay cé chira lactose. Nhirng bénh
nhan c6 cac van dé di truyén hiém gap nhw khéng
dung nap galactose, thiéu hut Lapp lactase hodc
kém hap thu glucose-galactose khéng nén ding
thubc nay. Can than trong khi s dun
umeclidinium/vilanterol & nhirng bénh nhan bj roi
loan co giat ho&c nhiém déc giap, va & nhitng bénh
nhan thuwong khong dap tng voi chét cha van
beta,-adrenergic. TUWONG TAC THUOC VA
TUONG KY: TU‘O’NG TAC THUOC: Cac thubc
chen beta Cac thubc chen beta- adrenerglc co thé
lam suy yéu hodc ddi khang tac dung clia cac chét
chu van beta,, vi du vilanterol. Nén tranh su dung
déng thoi ANORO ELLIPTA véi céac thubc chen
beta-adrenergic chon Igc hodc khéng chon loc, tri
khi c6 cac ly do thuyét phuc cho viéc st dung két
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hop d6. Cac twong tac trén kénh van chuyén va
chuyén hoa: Vilanterol la mét co chat cla
cytochrome P4e50 3A4 (CYP3A4). Viéc sir dung
déng thoi cac chét e ché manh CYP3A4 (vi du
nhu ketoconazole, clarithromycin, itraconazole,
ritonavir, telithromycin) cé thé gay tc ché sw
chuyén hoéa va gay ting phoi nhiém toan than véi
vilanterol. Str dung déng thoi véi ketoconazole
(400 mg) trén nguwoi tinh nguyén khde manh lam
téing AUC(0-t) va C__ vilanterol trung binh Ian luot
la 65% va 22%. Sw tang phoi nhiém véi vilanterol
khéng c6 lién quan véi sw tang thubc chd van
beta-adrenergic lién quan dén cac tac dong toan
than trén nhip tim, kali mau, hoac khoang QT (hiéu
chinh bang phu’o’ng phap Fridericia). Nén than
trong khi str dung ket hgp umeclidinium/ vilanterol
voi ketoconazole va cac chat wc ché CYP3A4
manh khac béi vi co kha nang gay tang phoi nhiém
toan than véi vilanterol, diéu nay co thé dan dén
tang kha nang gay ra cac tac dung khong mong
mudn. Verapamil, mét chét (rc ché CYP3A4 trung
binh, khéng c6 tac déng dang k& dén dwoc déng
hoc ctia vilanterol. Umeclidinium 1a mot co chét clia
cytochrome P450 2D6 (CYP2D6). Dwoc dong hoc
bén virng ctia umeclidinium da dwoc danh gia trén
ngudi tinh nguyén khée manh thiéu CYP2D6
(chuyén hoa kém). Khéng cé tac dong 1én AUC
hogc C__ cla umeclidinium dwoc ghi nhéan & lidu
cao gap 8 lan. AUC cla umeclidinium tang khoang
1,3 1an dwoc ghi nhan & liéu cao gép 16 lan, trong
khi C__, khéng bi anh huwdng. Dwa trén mic do
quan trong cla nhitng thay d6i nay, khéng co
twong tac thude trén lam sang dwoc dw doan khi st
dung két hop umeclidinium/vilanterol véi cac chat
trc ché CYP2D6 hodc khi str dung cho cac bénh
nhan cé yéu té di truyén thiéu hoat tinh CYP2D6
(chuyén hoa kém). Ca umeclidinium va vilanterol |a
cac co chéat cta kénh van chuyén P-glycoprotein
(P-gp). Tac dong cua chat (rc ché P-gp trung binh
verapamil (240 mg mét l&n méi ngay) lén dwoc
déng hoc 4n dinh ctia umeclidinium va vilanterol da
dwoc danh gia & nguoi tinh nguyén khdée manh.
Khéng co6 tac dong cua verapamil 1én C__ cla
umeclidinium hay vilanterol dwgc ghi nhan. Ba ghi
nhan dwgc AUC clia umeclidinium téng khoang 1,4
1&n trong khi AUC cua vilanterol khéng thay ddi.
Dwa trén mirc do quan trong cla nhirng thay dbi
nay, khdng co twong tac thudc trén |1am sang dugc
dy¢ doan khi s dung két  hop
umeclidinium/vilanterol véi c4c chat e ché P-gp.
Céc thube khang muscarinic va kich thich than kinh
giao cam khac: Viéc s&r dung dbng thoi
umeclidinium/vilanterol véi cac thuéc khang
muscarinic tac dung kéo dai khac, cac thudc chu
van beta,-adrenergic tac dung keo dai hodc cac
thuéc khac co chira mét trong sé cac chéat nay, van
chwa dwoc nghién ctru va khdng dwoc khuyén cao
vi diéu nay co thé lam téng kha nang xay ra cac tac
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dung khéng mong muén da
biét khi st dung cac chét déi
khang muscarinic dang hit hoac
cac chét chl van beta,-adrenergic
(xem phan Canh b&o va than trong va
Qué lidu). Giadm kali huyét: Str dung thubc

gidm Kkali huyét déng thoi véi cac dan xuét
methylxanthine, steroid, hodc cac thubc loi tiéu
khong gity kali c6 thé l1am tang kha ndng giam kali
huyét cia chét chi van beta,-adrenergic, do vay
nén st dung théan trong (xem phan Canh bao va
than trong). Cac thuéc didu tri COPD khac: Méc du
chuwa c6 cac nghién clru chinh thirc vé twong tac
thudc in vivo dwoc thwe hién, nhwng khi ding déng
thoi umeclidinium/vilanterol dang hit véi cac thuée
COPD khéc, bao gém céc thude gian phé quan kich
thich thadn kinh giao cdm tac dung ngén va
corticosteroid dang hit, khéng thdy c6 béng chiing
lam sang vé twvong tac thuéc. TWONG KY: Chuwa
co tuong ky dwgc ghi nhan. THAI KY VA CHO
CON BU: Kha n&ng sinh san: Khéng c6 dir liéu vé
tac déng cta ANORO ELLIPTA 1én kha nang sinh
san & ngudi. Cac nghién clru trén dong vat cho
thdy umeclidinium hay vilanterol khéng &nh hudng
dén kha nang sinh san. Thai ky: Khéng c6 ho&c cé
dir liéu han ché vé viéc str dung ANORO ELLIPTA
& phu n c6 thai. Cac nghién ctru trén dong vat cho
thay doc tinh trén co quan sinh san sau khi dung
vilanterol hit. Chi nén str dung ANORO ELLIPTA
trong thai ky néu lgi ich mong doi cho ngudi me
vuot trdi nguy co c6 thé cé véi thai. Cho con bu:
Chuwa biét lieu umeclidinium hay vilanterol co duoc
bai tiét qua stra me hay khong. Tuy nhién, cac chét
chd van beta, khac da dwoc phat hién trong sira
me. Nguy co' ddi véi tré so sinh/tré nhé bu stra me
khong thé dwoc loai trir. Nén xem xét loi ich cla
viéc bu stra me ddi voi tré va loi ich cla viéc diéu
tri dbi v&i me dé quyét dinh ngirng cho tré bu me
hoac ngung ligu phap ANORO ELLIPTA. ANH
HU'ONG LEN KHA NANG LAI XE VA VAN HANH
MAY MOC: Umeclidinium/vilanterol khéng &nh
huéng hodc anh hudng khong dang ké Ién kha
nang lai xe va van hanh may moc. TAC DUNG
KHONG MONG MUON: Dir liéu ther nghiém lam
sang: Hd so tinh an toan cia ANORO ELLIPTA
dwa trén khoang 3000 bénh nhan COPD str dung
cac lidu umeclidinium/vilanterol 62,5/25 mcg hoac
cao hon trong khoang thoi gian dén 1 nam trong
céac nghién ctru 1am sang. Trong sb nay, cé khoang
1600 bénh nhan st dung liéu 62,5/25 mcg va
kho&ng 1300 bénh nhan st dung liéu 125/25 mcg,
déu dung 1 lan méi ngay. Céac tac dung khéng
mong muén (ADRs) liét ké dwdi day duoc phan loai
theo hé co quan cta MedDRA va tan suét. Tan
suat dwoc xac dinh nhw sau: rat phd bién (21/10),
phd bién (21/100 va <1/10), khéng phé bién (=
1/1000 va <1/100), hiém (=1/10000 va <1/1000) va
rat hiém (<1/10000).
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nghén dau ra

MedDRA Cac tac dung
Phan loai | \ihah0'mon Tan suét
hé théng co’ m% én 9
quan
Nhiém tring | Nhiém tring Phé bién
va nhigmky | dwong tiét nigu
sinhtring | viem xoang Phé bién
Viém miii - hong Phé bién
Viém hong Pho bién
Nhigm triing Phé bién
dwong hod hap trén
Réi loan tim | Rung nhi Khong phd bién
Nhip nhanh Khéng phd bién
trén that
Nhip tim nhanh Khoéng phé bién
Réiloan hé | Ho Phé bién
hép, 1dng Dau miéng - hong | Phé bién
nguc va
trung théat
Réiloanda | Tao bén Phé bién
day rugt Khé miéng Phé bién
Dir liéu sau Iwu hanh thuéc
,ﬁ",;dnol';; Céc téc dung AIA
hé th6ng - khorr'\‘%grl‘ong Tan suat
quan
R0| loan hé | Cac phén ung qua
mién djch man bao gém:
Phat ban Khéng phé bién
Phan vé, phu Hiém
mach, va may day
Réi loan Lo au Khoéng phd bién
tam than
Réi loan Pau dau Phé bién
hé than kinh | Run Khéng pho blen
Loan vi giac Khong phé bién
Réi loan Nhin me& Hiém
mat Tang nhan ap Hiem
T&ng &p lyc ndi nhan| Hiém
Réi loan Nhip nhanh that Khéng pho blen
tim Ngoai tam thu Khéng phé bién
trén that L _
Danh trbng nguc | Khong phd bién
Réi loan hé | Kho phat am Khong phé bién
hép, 16ng Co that phé quan | Hiém
nguc va nghich ly
trung thét
Réi loan co | Co thét co Khéng phd bién
xwong va mo
lien ket
Réiloanda | Phatban Khéng phd bién
va md dwdi da
Réi loan than| Bi tiéu Hiém
va hé tiét Kho tiéu Hiém
niéu Bang quang tac Hiem

PM-VN-UCV-BROC-190001. Ngay chuén bi 19/08/2020

HOI NGHI THUONG NIEN

HOI Y HOC GIAC NGU VIET NAM LAN THU HAI

Théng bao ngay cho bac sy
hodc dwoc sy nhitng phan (rng
c6 hai gép phai khi st dung thudc.
QUA LIEU: Céc dau hiéu va triéu
chirng: Viéc st dung qua liéu ANORO

ELLIPTA sé c6 kha nang gay ra cac dau hiéu va
triéu chirng do tac dung cla cac thanh phan riéng
ré, twong tw nhw cac tac dung khéng mong muén
da duoc biét clia thubc dbi khang muscarinic dang
hit (nhu khé miéng, réi loan diéu tiét thj giac va nhip
tim nhanh) va cac tac dung khéng mong muén ghi
nhan dwoc khi qua liéu cac thuéc chi van beta,
khac (nhw run, dau dau va nhip tim nhanh). X tr|
Khéng cé bién phap diéu tri déc hiéu nao khi qua
lidu ANORO ELLIPTA. Néu xay ra qua lidu, bénh
nhan nén duwoc diéu tri hd tro' véi sy theo dai thich
hop khi can thiét. Cac bién phap tiép theo nén tuan
theo chi dinh trén Iam sang hoac khuyén cao cla
trung tdm chéng déc Quéc gia, néu cé. HAN
DUNG: 24 thang k& tir ngay san xuét. Han dung
sau khi mé& ndp: Sau khi mé khay nhém, str dung
thuéc trong khoang thoi gian t6i da 6 tuan. Ghi ngay
dung cu hit nén dwoc bd di Ién khoang tréng cla
nhan dung cu hit. Ngay loai bé nén dwoc ghi ngay
khi dung cu hit duoc lay ra khéi khay. THAN
TRONG DAC BIET KHI BAO QUAN: Bao quan
khong qua 30°C. Néu bao quan trong td lanh, nén
l4y thubc ra dé & nhiét d6 phong it nhat 1 gio trwéc
khi str dung. SAN XUAT BOI: Glaxo Operations
UK Limited (trading as Glaxo Wellcome
Operations) Priory Street, Ware, Hertfordshire
SG12 0DJ, Anh. Nhan hiéu s& hitu bdi hodc cap
phép cho tap doan GSK. Anoro Ellipta dwoc phat
trién voi sy phéi hop cung tap doan Innoviva.
PHAN PHOI BOI: Cong ty cé phan Duoc liéu
Trung wong 2 - Phyto Pharma, 24 Nguy&n Thj
Nghia, Q1, Tp. HCM. Dya trén GDS07/IP108, ngay
ban hanh: 19 thang 07 nam 2018. ANOELL
0918-08/190718. VN3-232-19. Thoéng tin ké toa
day du sé dwoc cung cép khi ¢ yéu cau. Vui long
tham khao théng tin ké toa day du trong to huéng
didn s dung thubc. Xin lien hé VPBD
GlaxoSmithKline Pte Ltd. Téa nha Cao 6c
Metropolitan - Phong 701 - 235 Béng Khéi, Q1,
Tp.HCM. DT: 028. 3824 8744 - Fax: 028. 3824
8722. Ha Noi. Toa nha Cornerstone - Phong 603 -
16 Phan Chu Trinh, Q. Hoan Kiém, Ha Noi. BT:
024. 3936 2607 - Fax: 024. 3936 2608. Xin vui long
théng bao cac tac dung ngoai y clia thubc vé VPBD
GlaxoSmithKline Pte.Ltd tai TP.HCM va Ha Noi
hoéc sé dién thoai di ddng 0963905235 hoac email:
antoanthuoc.vn@gsk.com.
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Nghién clru Ién 12 thang, & 3.416 bénh nhan hen so
sanh tinh hiéu qua va tinh an toan clla SERETIDE voi
corticosteroid hit don tri liéu dé dat dwoc mirc kiém soat
hen da xac dinh trwédc. Diéu tri ting bac mdi 12 tuan cho
dén khi dat dwoc "Kiém soat triét dé&" hoc dén liéu thube
nghién clru cao nhat. Can duy tri kiém soat it nhéat 7 trong
s6 8 tuan diéu tri cudi

Cac tiéu chi kiém soat hen trong nghién ciru GOAL'

T emsoathen tét | Kidm soat hen trigt dé

Triéu chiing <2 ngay c6 diém triéu chirng >1  Khdng con triéu chirng
Dung SABA <2 ngay va <4 lan/tuan Khéng phai st dung SABA
Lwu lwong thé ra dinh budi sang 280% murc dy doan 280% murc dy doan
Thrc gi4c vao ban dém Khéng Khéng
Con kich phat Khéng Khéng
Téac dung khéng mong muén phai thay déi tri liéu Khéng Khong
71%
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m Bénh nhan diéu tri bang SERETIDE
m Bénh nhan diéu tri bang don tri liéu corticosteroid dang hit

Két qua tlr nghién clru GOAL chira Viéc dat dwoc "Kiém soat hen tot"
rang cac cai thién quan sat dwoc va "Kiém soat hen triét d&" gitp cai
& nhém dung SERETIDE, véi cac  thién chét lwong cudc séng.
tiéu chi nay, dwoc duy tri it nhét
12 thang.
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HUONG DAN SU’ DUNG
SERETIDE ACCUHALER

- Méi liéu duwoc do Iwdng chinh xac va bao quan hop vé sinh.

- Accuhaler khéng cén bédo duéng va khéng nap lai.

- Clra s6 dém liéu thube & mat trén dung cu Accuhaler cho ban biét con bao nhiéu liéu
chwa dung.

- S6 tir 5 dén 0 sé c6 mau dé dé nhéc ban chi con lai vai liéu ma théi.

- Accuhaler dé st dung.

Khi ban cén dung mét liéu, chi can theo ndm buéc don gidn duoc mé té dudi day:

Muén mé Accuhaler, gii® hdp vo ngoai trong 1 ban tay va dat ngén cai ctia ban
tay kia & ranh dat ngon cai. DAy ngon cai téi da vé phia xa khéi ngudi ban.

Gilr Accuhaler trong tay sao cho chd d& ngam vao miéng quay vao ban. Day
can t6i da vé& phia xa khéi ngudi ban, cho dén khi nghe tiéng “tach”. Luc nay
Accuhaler da sin sang dé ban s dung. Mdi lan can day tr& nguoc lai, mot
liéu thubc dwoc chuén bj sdn sang dé hit. Diéu nay dwoc thé hién trén cira sb
dém liéu thube. Birng nghich can day vi sé gidi phong liéu thuéc gay lang phi.

- Trwéc khi bat du hit liéu thube, hay doc ky toan bd phan nay.

- Cam Accuhaler xa miéng. Thé ra hét mirc ma ban con thay dé& chju. Nhé
dirng bao gi¢ thd vao Accuhaler.

- Dat chd ngam ctia dung cu lén méi ban.

Hit vao déu va sau qua Accuhaler theo dwong miéng, khong hit qua mii.

- Nhéc Accuhaler ra khéi miéng.

- Nhin thé khoang 10 giay, hoéc lau chirng nao ban con thy dé chiju.

- Thé ra ti tir.

Dé déng Accuhaler, d&t ngén cai Ién ranh, day né truot vé lai phia ngudi ban.
Khi ban déng Accuhaler, né ciing kéu "tach". Can day tw dong vé lai vi tri ban
dAu clia né va thubc dwoc nap lai. Accuhaler clia ban lai s&n sang cho lan st
dung tiép theo.

Néu ban dwoc hwéng dan dé hit hai 1an ban phai déng Accuhaler va I3p lai tir
bwéc 1 téi buwédc 4.

BUOC 5: SUC MIENG VOI NUOC ROI NHO RA
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Tai liéu théng tin thubc
Seretide dworc chi dinh trong diéu tri thwong xuyén bénh hen va diéu tri duy tri tadc nghén
dwérng dan khi va giam con kich phat ¢ bénh nhan benh phdi tac nghen man tinh

. Nt_en diéu chinh dén Iley th_ap nhat ma van duy tri dwoc viec kiém soat triéu chi ng co ,hleu qua.
« Can cho bénh nhan biét ring phai ding Seretide thuwéng xuyén dé dat duoc loi ich téi wu, ngay ca khi khéng
co triéu chL'rng\. ‘
* Bénh nhan can dugc bac si kham lai déu dan dé ham lwong SERETIDE ma bénh nhan dang dung
luén 12 t6i wu va chi thay ddi theo |oi khuyén clia bac si.

TRINH BAY: SERETIDE ACCUHALER 50/250 meg: Dung cy bang nhura déo (plastic) dang khudn chira mdt vi nhém véi 60 ti phong (blister)
dugrc phan bo déu dan trén vi, méi tii phdng chira 50 microgram salmeterol (dang salmeterol xmafoate) va 250 microgram fluticasone propionate.
SERETIDE ACCUHALER 50/500 meg: Dung cu béng nhwa d&o (plastic) dang khuén chira mot vi nhom voi 60 tli phong (blister) dwoc phan bo
déu dan trén vi, mdi tui phdng chira 50 microgram salmeterol (dang salmeterol xinafoate) va 500 microgram fluticasone propionate. Ta duoe:
Lactose monohydrate (chtra protein sik a). Dang béo ché: Bt hit phan liéu.Quy cch dong goi: Hop chira 1 accuhaler c6 60 liéu hit. CHi DINH:
Hen (Bénh tac nghén duung dan khi ¢ hoi phyc): SERETIDE duor chidinh t trong diéu tri thudrng xuyén bénh hen (tac nghén dudng dan khi
¢6 hoi phuc - ROAD). Bao gom:* Cac bénh nhan dang duoc kiém soét hiéu qué vi liéu duy tri corticosteroid xit va thuoc chu vén beta, tic dung
keo dai. » Cac bénh nhan van ¢ triéu ching khi dang diéu tr bang corticosteroid dang hit. « Céc bénh nhan khong dugrc kiém soét day du bang
corticosteroid xit va thudc chii van beta, tac - dung ngan *khi can’. Bénh phm tac nghén man tinh (Chronlc Obstructive Pulmonary Disease -
COPD): SERETIDE dugc chi dinh trong diéu tri duy tri tic nghén duong dan khi va giam con kich phét & bénh nhan bénh phdi tic nghén man
tinh (COPD) va da dwoc ching minh lam giam 1y & 1t vong do moi nguyén nhan. LIEU LUONG VA CACH DUNG SERETIDE Accuhaler chi
dung dé hit qua miéng. Can cho bénh nhan biét rang phai dung SERETIDE thudng xuyén dé dat duorc loi ich toi uu, tham chi ngay ¢4 khi khong
¢ triéu chirng. Bénh nhan cn duoc bac si tai kham déu dan dé ham lrong SERETIDE ma bénh nhan dang diing ludn I 16i wu va chi thay doi
theo 0 khuyen ctia bac s§. Hen (Bénh tac nghen dwong dan khi co hoi phuc): Nén diéu chinh dén liéu thép nhé&t ma van duy tri duoc viee
kiém soat triéu ching mét cach hiéu qua. Khi viéc kiém soét triéu chimg dwoc duy tri bang SERETIDE 2 lan/ngay thi nén chinh dén lieu
SERETIDE thap nhat cd hiéu qua la 1 lan/ngay. Nén cho bénh nhan dung dang SERETIDE c6 ham lugng fluticasone propionate phi hop voi
mirc 36 néng ctia bénh. Néu bénh nhan khdng dugc kiém soat day du véi tri liéu corticosteroid dang hit don thudn, thi viéc diéu tri thay the bang
SERETIDE v6i liéu corticosteroid tuong dwong vé mét dieu trj co thé mang lai cai thién trong viéc kiém soét hen. Béi voi bénh nhan co thé kiém
soat hen bang corticosteroid dang hit don thuan, diéu trj thay thé béng SERETIDE cb thé cho phép giam liéu corticosteroid ma van duy tri kiém
soét hen. Liéu dé nahi: Nguoi [6n va thanh thiu nién tir 12 tudi tré fén: M6t liu hit (50 microgram salmeterol va 250 microgram ﬂutlcasone
propionate), 2 Ian/ngay hodc mét liéu hit (50 microgram salmeterol va 500 microgram fluticasone propionate), 2 lan/ngay. Liéu toi da khuyén cao
cho ngudi In va tré em trén 12 tudi I 500/50, 2 laringay. Bénh phi tac nghén man tinh (COPD): Lieu dé nghi cho ngudi Ion 1a mét liéu hit
507250 microgram t6i 50/500 microgram salmeterolfiuticasone propionate x 2 lan/ngay. O liéu diéu tr 50/500 microgram x 2 lan/ngay, SERETIDE
da duoc ching minh lam giam ty Ié tc vong do moi nguyén nhan Nhém bénh nhén dac biét: Khong can diéu chinh liéu cho bénh nhan cao tudi
hogc bénh nhan suy than hodc suy gan. CHONG CHI DINH: Chong chi dinh SERETIDE cho nhitng bénh nhan c6 tién str qua man véi bt clr
thanh phan nao clia thuoc (xem phan T4 duoc). Qua man nang voi protein sira. Diéu tri chinh tinh trang hen hodc dot cp clia hen phé quan,
hoéc COPD khi can diéu trj tich cyrc. CANH BAO VA THAN TRONG: Tinh trang bénh xau diva dot cap SERETIDE khong nén duoc bat dau
& nhitng bénh nhan dang trong giai doan tinh trang bénh xu di nhanh chong hodc nhing dot cap ctia hen hoac COPD c6 nguy co' de doa tinh
mang. SERETIDE chwa dugc nghién ctiu trén nhirng bénh nhén trong dot cap clia hen hodc COPD. Bt déu st dung SERETIDE trong nhirng
truong hop ndy la khdng phi hop. SERETIDE khong phai la thubc dung dé giam triéu ching cap tinh, ma trong trrong hop nay can ding mot
thuoc gian phé quan tac dung nhanh va ngan (th| du salbutamol). Nén khuyen bénh nhan luén c6 san thudc giam triéu chung bén minh. Tang st
dung thudc gian phé quan tac dung ngan dé giam triéu chiing cho théy viéc kiém soét bénh dang xAu di va bénh nhan nén dén bac sy dé kiém
tra. Khi bat dau diéu tri véi SERETIDE, nhiing bénh nhan da dung dang uong hodc hit cac thudc doi khang thu thé beta, tac dung ngan voi lieu
thudng xuyén co' ban (vi du: 4 lan mot ngay) nén dwoc hudng dan dirng viéc st dung thurdng xuyén céc loai thudc nay. Str dung qué nhiéu
SERETIDE Accuhaler va st dung dong thoi clng cac thuoc doi khéng thu thé beta, tic dung kéo dai khdc SERETIDE Accuhaler khong
nén duwoc st dung nhiéu lan hon mire dd khuyen céo, & liéu cao hon liéu khuyen cao hodc st dung dong thoi v cac thube khéc c6 chira LABA,
vi co the dan t6i qua liéu. Cac tac dong c6 ¥ nghia lam sang dang ke trén tim mach va cac trwong hop tt vong da dwoc bdo co lién quan tGi st
dung qua lieu cac thudc co tac dung giong giao cam dang hit. Bénh nhan dang st dung SERETIDE Accuhaler khdng nén st dung thuoc khac
chira LABA (vi du: salmeterol, formoterol fumarate, arformoterol tartrate, mdacaterol) vi batci¥ ly do ndo. Tac dung tai ché clia cac corticosteroid
dang hit: Trong cac thir nghiém Iam sang, sy phét trién nhiém tring tai chd tai mleng vahong do Candida albicans da xay ra & nhiing bénh nhan
da diéu tri bang SERETIDE Accuhaler. Khi c6 nhiém trung nhu vay phat trién,can duor diéu tri bang liéu phap chong nam toan than (duong udng)
hogc tai chd thich hop trong khi diéu tri véi SERETIDE Accuhaler van duoc tlep tyc, nhung d6i khi diéu tri vi SERETIDE Accuhaler c6 thé bi
ngung lai. T van cho bénh nhan stic miéng voi nwoc va nhd ra sau khi hit co thé gitip gidm nguy co' nhiém nam Candida & hau hong. Viém phoi:
Pa co sy gia tang bdo cao viém phditrong cac nghién cu trén bénh nhan COPD dung SERETIDE (xem Tac dung khong mong muon). Cac bac
s nén canh gidc voi khd néng xay ra viém phoi tién trién & cac bénh nhan COPD vi cac déc diem 1am sang cua viém phoi va dot kich phat cia
COPD thuong tring lp nhau, Chuyen bénh nhan tir ligu phép diéu trj corticosteroid toan thén: Vi kha néng suy gidm dap (ing tuyén thuong
than, bénh nhan chuyén tir diu tr voi steroid dudng uong sang flut|casone propionate dang hit nén dwoc dieu tri véi cham soc dac biét va theo
doi thuong xuyén chire nang ) huong than. Theo nhiimg chi dan ve fluticasone propionate dang hit, ngung diéu tri toan than can duorc thuc
hién ttr tr va khuyen khich bénh nhan nén mang theo tam theé canh bao ve steroid chi ro co thé can diéu tri bd sung trong thoi gian bi cang thang
Tang churc nang vo thwgng than va (ke che tuyen thwng than: Fluticasone propionate, mét thanh phan cla SERETIDE Accuhaler, s&
thudng gitip kim soat cac triéu chung hen khi it trc ché chirc nang HPAhon liéu diéu tri trong duong clia prednisone dudng udng. Vi Fluticasone
propionate duoc hap thu vao vong tuan hoan va cd thé gay ra tac dung toan than & libu cao hon, cac tac dung cd loi ctia SERETIDE Accuhaler
trong viéc giam thiéu rdi loan chic nang HPA chi c6 thé dat duoc khi lieu sir dung khang vurt qué liéu khuyén cao va méi bénh nhén duoc hiéu
chinh liéu d&n mic liéu thap nhét co tac dung. Mi quan hé giira ndng d fluticasone propionate trong huyét twong va tac dung Gc ché kich thich
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san xuat cortisol da dugc quan sat thay sau 4 tuan diéu trj véi hdn dich hit fluticasone propionate. Vi mdi ca nhan nhay cam véi téc dung lén qua
trinh s&n xuét cortisol khac nhau, bac -s§ nén xem xét thong tin nay khi ké don SERETIDE Accuhaler. Vi kha nang hap thu dang ké vao vong tuan
hoan ctia cac corticosteroid dang hit & nhiing bénh nhan nhay cam, cac bénh nhén diéu tri voi SERETIDE Accuhaler nén dugc theo d6i can than
bt cir tac dung toan than nao ctia corticosteroid. Chém séc déc biét can duror tién hanh voi nhik ng bénh nhan sau khi phau thuét hoac trong sudt
thoi ky bi cang thang cho nhiing bang chirng ctia dap tng thuong than khong day du. C6 thé xay ra cac tac dung cta corticosteroid toan than
nhw tang chirc néng vo thuong than va trc ché tuyén thwrong than (bao gom ca khung hoang tuyén thuong than) ¢ thé xuét hién & mot sO luvong
nhd nhung bénh nhén nhay cam voi cac téc dung nay. N&u c6 céc tac dung nhu vay xay ra, SERETIDE Accuhaler nén duoc giam liéu tir tir, phl
hop véi quy trinh dugc chap nhan vé gram liu cac corticosteroid dudng toan than, va cac bién phap diéu tri khac dé kiém soat cac triéu chirng
hen nén duoc can nhéc. Tu'ong tac véi cac thudc (re ché manh Cytochrome P450 3A4 ba quan sat thay trong mot nghién ctru twong tac
thudc khi st ' dung cling voi ketoconazole toan than gay tang phor nhiém véi SEREVENT. Diéu nay co thé dan t6i kéo dai khoang QTc. Can than
trong khi phéi hop cac thude tre ché manh CYP 3A4 (vi du nhw ketoconazole) véi SEREVENT. Co that phé quan nghich ly va cac triéu chimg
dwong hd hap trén: Cung nhu cac thudc hit khéc, co that phé quan nghlch ly co the xay ra cling Vo thé' kho khe tng ngay lap tirc sau khi dung
thubc. Trong trudng hop nay, bénh nhan nén dugrc diéu tr ngay lap tirc voi mot thude gran phé quan dang hit tac dung nhanh va ngan. Nén ngling
str dung Salmeterol-FP Accuhaler ngay Iap tirc, bénh nhan can duoc danh gia va didu tri thay thé néu can thiét. (xem T4c dung khdng mong
muon). Triéu ching duong ho hép trén clia co thét thanh quan, kich thich, hodc sung, chang han nhu thé rit va nghet th, da duoc béo cao o
nhirng bénh nhan st dung SERETIDE Accuhaler. Cac phan (g qua man tirc thi: Cac phan ung qua man tik thi (vi dy, noi mé day, pht mach,
phét ban, co that phe quan, ha huyét ap), bao gom ca phan ung phan v&, o6 thé xay ra sau khi st dung SERETIDE Accuhaler. D4 c6 bao co vé
phan (ing phan vé & nhikng bénh nhan di tng nghiém trong véi protein sira sau khi str dung bot hit cd chira lactose; vi vay, véi nhirng bénh nhan
di (rng nang voi protern sira khong nén st dung SERETIDE Accuhaler. Tac dung trén tim mach va hethan kinh trung wong: Kich thich beta-
adrenergic qua mrc co thé gy co giat, dau that nguc, ting huyét ap hodc ha huyét ap, nhrp im nhanh voi toc do 1én dén 200 nhip/phit, loan nhip
tim, bon chon, dau dau, run, danh trong nguc, budn non, chéng mét, mét méi, khd chiu va mét ngli (xem Qué liéu). Do d6, SERETIDE Accuhaler,
giong nhu tAt ca cac san pham c6 chiva cac amin cudng glao cam khéc, nén dugc str dung thén trong & nhirng bénh nhén rbi loan tim mach,
dac biét la suy dong mach vanh, loan nhip tim, va tang huyét &p. Salmeterol, mot thanh phén ctia SERETIDE Accuhaler, ¢4 thé gay ra tac dong
trén tim mach cd y nghia [am sang dang k& & mot s bénh nhan duoc breu thi bdi nhip tim, huyel ap, va/hodc cac trieu chung khac. Méc du cac
téc dung nhu véy 14 khong phd bien sau khi st dung salmeterol & liu khuyén céo, néu ching xay ra, ¢6 thé can phai ngu ng st dung thubc. Giam
mat do khoang xwong (Bone Mineral Density ~ BMD): Giam mat d khoang xuong (BMD) da dwoc quan sat thay & nhitng bénh nhan st
dung tho gian dai thudc cd chira corticosteroid dang hit. Nhing bénh nhan c6 yeu to nguy co’ cao giam mat do khoang xuong, vi du nhu bat
dong lau ngay, tién sir gia dinh bj bénh loang xwong, tinh trang man kinh, st dung thuoc 14, tudi cao, dinh duong kém, hodc st dung thurong
xuyén céc loai thubc co thé 1am giam khdi lwong xuong (vi dy, thude chong co grat corticosteroid duong udng) can dugc theo ddi va diéu trj voi
tieu chuan cham séc duoc thiét Iap. Vi cac bénh nhan COPD thuong co nhiéu yeu t6 nguy co' gidm BMD, danh gia BMD duwoc khuyén ¢4o trwdc
khi bat dau st dung SERETIDE Accuhaler va dinh ky sau do. Néu giam dang ké BMD dugc quan sat thay va SERETIDE Accuhaler van duoc
coi la thubc quan trong dé diéu tri COPD ctia bénh nhén, st dung thudc dé diéu tri hoac ngan nglra loang xwong nén duoc can nhacrd rang Tac
dung lén si tang trwdng: Corticosteroid dang hit qua dudng miéng cd thé gay giam toc df tng trwdng khi diing cho tré em. Cén giam sat su
tang trwdng cta bénh nhi st dung SERETIDE Accuhaler thuong Xuyén (vi du, théng qua thude do chreu cao). be gram thiéu cac tac dung t oan
than cla corticosteroid dang hit qua duong miéng, bao gom ca SERETIDE Accuhaler, can hiéu chinh liéu ding ctia méi bénh nhan t6i liéu thap
nhét c6 hiéuqua kiém sodt triéu chirng (xem Liéu lrong va cach diing, St dung trén nhém bénh nhén dac biét). Bénh tang nhan ap va duc thay
tinh thé Bénh tang nhan ap, tang ap luc ndi nhan (increased intraocular pressure), va duc thay tinh thé da duoc bao cdo & nhiing bénh nhan hen
va COPD sau khi duing keo dai corticosteroid dang hit, bao gom fluticasone propronate mét thanh phan clia SERETIDE Accuhaler. Do do, giam
sat chat ché can duoc dam bao & nhikng bénh nhén cosw thay dbi thi lurc hodc cd tien stk tang &p e ndi nhan, bénh tang nhan &p, va /hodc duc
thy tinh thé. Cac canh bao va thén trong khac: Kiém soat hen xau di dot ngo va tang dan c6 kha nang de doa tinh mang va bénh nhan can
dugc bac sy kham lai. Nén can nhac tang liéu corticosteroid. Bénh nhan ciing nén dugc kham lai khi liéu SERETIDE dang dung khong du kiém
sodt hen. Khong nén ngling str dung SERETIDE mot cach dot t ngot & bénh nhan hen do nguy co' bi con kich phat, nén giam liéu tir tir duéi sw
giam sat cla bac s§. Doi voi bénh nhan COPD, ngung diéu tri co thé gay mét bl ¢6 triéu chung va nén duoc bac sy theo doi. Nén dung
SERETIDE than trong & bénh nhan bi nhiém doc giap. Giam kali huyét thanh thoang qua co thé xay ra voi tat ca cac thude glong giao cam tai liéu
cao hon liéu diéu tri. Vi vay nén str dung thén trong SERETIDE trén nhiing bénh nhén dé co kh& nang ha nong do kali huyt thanh. Co rét it béo
c4o V& hién tugng tang mirc dut ong huyet (xem phén Téc dung khong mong muon) va can than trong khi k& don cho nhiing bénh nhén co tien
st¥ bj dai thao duong. Ha cd béo céo vé tc dung duoc Iy khong mong muon khi diéu tri bang chét chui van beta,, nhu run, danh trong nguc chli
quan va dau dau, nhung co xu hug ong thoang qua va giam khi diéu tri huong xuyén (xem Tac dung khong mong mudn). TUONG TAC: Nén tranh
dling ca cht chen beta chon loc va khong chon loc & bénh nhan trik khi cd ly do bat budc. Trong diéu kién binh thwong, do chuyen hoa budrc dau
manh va thanh thai toan than cao qua trung gian cytochrome P450 3A4 tai rudt va gan nén ndng dd fluticasone propionate huyét tuong dat duoc
thap sau khi hit. Do d6 it gap céc tuong tac thude dang ke trén lam sang qua trung gian fluticasone propionate. Trong mot nghren clru vé tuong
tac thudc & nhiing nguoi khde manh cho thay rang ritonavir (chat (rc ché manh cytochrome P450 3A4) co thé gay tang cao nong dé fluticasone
propionate t rong huyet tw ong, két qua la gay giam dang ké nong do cortisol trong huyét thanh. Trong thoi gian st dung thudc sau khi thube duoc
lru hanh, da c6 bao cao ve twong tac thuoc dang k& trén 1am sang & nhirng bénh nhén dung fluticasone propionate hit theo duong mii hodc
miéng va ritonavir dan dén tac dong toan than clia corticosteroid bao gom hdi chiing Cushing va tic ché thurong than. Do dé nén tranh diing dong
thoi fluticasone propionate va ritonavir trir khi loi ich diéu tr vuot tréi nguy co' tac dung phu toan than cta corticosteroid. Cac nghién clu cho thay
rang cAc chat i ché cytochrome P450 3A4 khac lam tang khong dang ké (erythromycin) va tang it (ketoconazole) mUrc phoi nhrem toan than voi
fluticasone propionate ma khang lam gidm dang ké ndng do cortisol trong huyét thanh. Tuy nhién nén than trong khi s dung dong thoi cac chét
trc ché manh cytochrome P450 3A4 (nhu ketoconazole) do kha nang tang phoi nhiém toan than véi fluticasone propronale St dung dong thoi
ketoconazole va SEREVENT (salmeterol) lam tng dang k& nong do salmeterol trong huyét tuong (C.., tang 1,4 lan vaAUC tang 15 an) va diéu
nay cd thé gy kéo dai khoang QTc
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THAIKY VA CHO CON BU: Khong co dir iéu vé kha nang sinh san o ngu0| Cac nghlen cu trén dong vat cho thay fluticasone propionate hoac
salmeterol xinafoate khdng c6 anh huong den kha nang sinh san ¢ giong durc va giong cai.Dir liéu & phu ni c6 thai con han ché. Chi nén can
nhéc dung SERETIDE cho phu nir ¢6 thai néu loi ich cho nguoi me I6n hon bét clr nguy co' nao cé thé xay ra cho thai. Cac két qua tur nghién ctru
dich t& hoc hoi ciru da khdng phét hién ra tang nguy co dij tét bam sinh nghiém trong (MCMS) sau phoi nhiém v6i fluticasone propionate khi so
sanh véi cac corticosteroids dang hit khac, trong suot 3 1hang déu clia thai ky Ngh|en clru doc tinh d6i voi khé nang sinh san & dong vat, voi don
tr liéu hay i liéu két hop, déu cho thay anh hudng doi voi phdi thai cd thé xay ra & mrc do phoi nhiém toan than rét cao voi glucocorticosteroid
va chat chii van thy the giao cam beta, manh. Kinh nghlem 1am sang rong rai voi cac thudc thude nhom nay khdng cho thay bat clr bang chiing
nao vé cac tac dyng clia thudc co trong quan voi cac liéu diéu tri. Ndng dd salmeterol va fluticasone propionate trong huyét trong sau khi hit
liéu diéu tri rat thap va do vay nong do trong sira nguoi co kha nang ciing thap fwong (ng. Piéu nay duoc chiing minh trong nhp ng ngh|en clru
trén dong vét dang cho con bu, trong do xac dinh dugc ndng d4 thudc trong sira la thap. Khong co s6 liéu frong sira nguoi. Chi nén can nhac
st dung thudc frong khi cho con bt néu loi ich mang lai cho nguéi me vurot troi bat ky nguy co ndo cd thé co cho dira ré. ANH HUONG DEN
KHA NANG LAI XE VA VAN HANH MAY MOC: Khdng ¢ nghién clru chuyen biét vé anh hudng clla SERETIDE Ién cac hoat don%tren ngoai
ra duoc Iy hoc clia ¢ hai hoat chét cling khong cho thay ¢d tac dung ndo 1én cac hoat dong trén. TAC DUNG KHONG MONG MUON: C4c tac
dung khong mong muén lién quan {61 cac thanh phén rieng ré, salmeterol xinafoate va fluticasone propionate, duroc liet ké dudi day. Khong co
thém tac dung khéng mong mu6n duoc cho la do thube phdi hop khi so véi ho s0'tac dung khdng mong muon ctia cac thanh phan riéng ré. Cac
téc dung khong mong mubn duoc liét ké dudi day theo hé co quan va tan sudt. Tan suét duoc dinh nghiia nhu sau: rat pho bién (2 1/10), phd bién
(21/100 den <1/10) khong pho bién (21/1.000 dén <1/100), hiém (21/10.000 dén <1/1.000) va rat hiem (<1/10 000). Phan 6m tan suat duroc xac
dinh tlr di liéu gop thir nghiém 1am sang tir 23 ngh!en clru hen va 7 nghién ctru COPD. Khong phai tat ca cac bién cb déu dugc béo céo trong
cac thir nghiém lam sang. V6i nhitng bien co nay, tan suat duoc tinh dwa trén dir liéu tw phat. Dir liéu thir nghiém Iam sang: Nhiém trung va
nhlem ky sinh tring: Phé bién: Nhiém nam candida mleng va hong, viém phdi (& bénh nhén mac bénh phoi tac nghén man  tinh - COPD), viém
phe quan. Hiém: Nam candida thuc quan. Ror loan hé mién dich: Phan (ing qua man: Khong pho blen Phan (ing qua man trén da, kho tho.
Hiém: Phan (mg phén v&, phii mach (chd yéu phu matva miéng hau) co that phé quan. Roi loan néi tiét: Hiém: Hoi chung Cushing, cac dau hiéu
Cushing, suy thuong than, [am cham su tang trur ong & tré em va thanh th|eu nién, giam ma t 4 khoang xuong. Ro: loan chuyen héa va dinh
dwong: Pho bién: Giam kali huyét. Khong pho bién: Tang duong huyet Roi loan tam than: Khong phd bién: Lo lng, réi loan giac ngu Hiém:
Thay déi hanh vi, bao gom téng hoat dong va kich thich (chd yéu ¢ tré em). Chua dugc biét dén: Tram cam, kich dong (chd yéu & tré em). Ro:
loan hé than kinh: Rat pho bien; Dau dau (xem Canh béo va Thén trong). Khong pho bién: Run (xem Cénh béo va Thén trong). Réi loan mét:
Khéng phd bién: Buc thily tinh thé. Hiém: Tang nhén &p. Roi loan tim: Khong pho bién: Dénh trong nguc (xem Canh béo va Than trong), nh\p tim
nhanh rung nhi, con dau that ngure. Hiém: Loan nhip tim bao gom nhip nhanh trén that va ngoai tam thu. Roi loan ho hap, léng nguc va trung
that: Rat phd bién: Viem m(ii hong. Phé bién: Khan giong/khan tieng, kich ung hong, viém xoang. Hiém: Co that phe quan nghich ly. Ro: loan da
va mo duoi da: Khdng phd bién: Vét tham tlm Roi loan co xwong va mo lién két: Ph6 bién: Chudt rit, dau khop, gay xuong do chan thuong,

dau co. Dir liéu sau khi lu hanh thudc: Réiloan tim: Loan nhip (bao gom rung nhi, ngoai tdm thu, nhip nhanh trén that), nh|p nhanh that. Roi
loan néi tlet Hoi chir ng Cushmg céc dau hiéu Cushlng giam toc do tang trwdng ¢ tré em va thanh thieu nien, tang nang vo tuyen thuong than.
Roi Ioan mat: Téng nhan ap. Roi loan da day - ruét: Dau bung, chirng kha tieu, khd miéng. Roi loan hé mién dich: Phan (ing qua man tuc
théi va cham (bao gom rét hiém phan (ng phan ve) Rét hiém phan (ing phan vé & cac bénh nhan dj (ing ndng Vi protem sira. Nhiém trung
va nhiém ky sinh tring: Nam candida thuc quan. Roi loan chuyen héa va dinh dwong: Tang dudng hl{ye tang can. ROI loan co xwong
va ma lién két: Bau khop, chudt rit, viém co, lodng xuong. Roi loan hé than kinh: Bau nhoi, bon chon. Roi loan tam than Lo au, kich dong
tram cam. Thay ddi hanh vi, bao gom tang hoat dong va kich thich, da duorc bao céo rat hiém gap va chu yeu & tré em. Roi loan hé sinh san va
tuyen vii: Dau bung kinh. Ri loan ho hap, long nguc va trung that Pau that nguc, kho tho, phu mat va miéng hau, co thét phe quan tlre thi,
co that phé quan nghich Iy, wem khi qudn, kho khe, cac bao c4o vé triéu chiing Gud ong ho hép trén clia co that thanh quan, s kich thich, tiéng
thé' kho khe hay nghet thé. Ror loan da va mé durdi da: V&t bdm mau, viém da. Roi loan mach: Xanh xao. Thong béo cho bac sy nhimg
téc dung khong mong mudn gap phai khi ding thuéc. QUA LIEU Déu hiéu va triéu chwng Thong tin hién cd san vé qua liéu SERETIDE,
salmeterol va/hoac fluticasone propionate duoc trinh bay dudi day: Dau hiéu va triéu chi ng cd thé xay ra do qua liéu salmeterol I3 nhirng biéu
hién dién hinh ctia kich thich qua mkc thu thé beta, -adrenergic, bao om run, dau dau, nhip tim nhanh, tang huyét 4p tam thu va ha kali mau. Khi
hit qua liéu fluticasone propionate cap tinh ¢d thé dan dén tic ché tam thoi truc ha doi- tuyen yén-thwrong than. Thudng khang can x@ y khén cap
do chirc nang tuyén thu ong than {ré vé binh thuong sau vai ngay Néu hit SERETIDE voi liu cao hon lieu dugc phé duyét trong thoi gian dai
c6 thé gay tic ché dang ké vd tuyén thuong than. Rat hiém c6 béo cao ve con thuong thén cap, ch yéu xuét hién 6 tré dung liéu cao hon liéu
duoc phé duyét trong thoi gian dai (vai thang hodc vai nam) nhitng biéu hién quan sat thay bao gom ha duéng huyet kém voi giam y thirc va/
hoéc co gidt. Cac tinh hudng co thé gy con thuong than cap bao gom chén thuong, phéu thuat, nhiém khudn va bat ky sw glam nhanh liéu hit
cua fluticasone propmnate Khong khuyen ¢4o bénh nhan ding SERETIDE lieu cao hon liéu dugc phé duyét. Piéu can thiét la kiem tra thudng
xuyén liéu diéu tri va gidm xuong liéu thap nhat ma van duy tri kiém soat bénh mét cach hiéu qua (xem Liéu luong va Céch dung) Piéu tri Khong
co diéu tri dac hieu cho qua lieu salmeterol va fluticasone propionate. Néu qua liu xay ra, bénh nhan nén duorc dieu tri hé tro' voi su theo ddi thich
hop néu can. HAN DUNG: 24 thang k& tir ngay s&n xuat. THAN TRONG DAC BIET KHI BAO QUAN: Bo quan khong qué 30°C. Bdo quan &
noi khd rao. Néu Accuhaler ctia ban duoc boc trong mot I6p vo nhdm, chi nén viit bé I6p vé nhdm sau khi mé ra dé bat dau st dung Accuhaler.

VISA: VN-20766-17, VN-20767-17. NHA SAN XUAT: GlaxoSmithKline LLC, 1011 North Arendell Avenue, Zebulon, North Carolina 27597,
M§. NHA PHAN PHO!: Cong ty cb phan Dugc liéu TW2 (PHYTOPHARMA), 24 Nguyén Thi Nghia, Q1, TP. HCM. Thong tin day dd xin xem
to huding dan st dung thudc. Xin lién hé VPBD GlaxoSmithKline Pte.Ltd. Toa nha Metropolitan - 701, 235 Dang Khéi, Q1, TPHCM. SDT
028.38248744 - Fax: 028.38248722. Toa nha Comner Stone - Phong 603, 16 Phan Chu Trinh, Q. Hoan Kiém, Ha Néi. SDT 024.39362607 - Fax:
024.39362608. Dya trén GDS 34/IP119. Ban hanh ngay 19 thang 05 nam 2016. SERETIDE va ACCUHALER la cac nhan hiéu thuong mai da
déng ky clia GlaxoSmithKline group of companies. SERACC 0716-19/190516. Xin wui long thong bao céc tac dung ngoai y cla thudc vé
VPBD GlaxoSmithKline Pte.Ltd tai TPHCM va Ha Noi hoac so dién thoai di dong 0963905235 hoac email: antoanthuoc@gsk.com.

1. Tai liéu thao khao: Thong tin ké toa Seretide SERACC 0317-19/190516
6 PM-VN-FPS-LBND-190001. Ngay chuén bi 21/08/2019
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Tai ligu thong tin thudc

by .

SPIOLTO®RESPIMAT®

Dung dich dé hit

Thanh phan: SPIOLTO® RESPIMAT® la binh xit hat min
chia dung dich tiotropium + olodaterol dé hit. Mdi nhat
Xit cung cdp 2,5 microgam tiotropium va 2,5 microgram
olodaterol (2 nhét xit tuang (ng vdi mdt liéu). Lugng
thudc trong mdi nhat xit 1a lugng thudc cung cép cho bénh
nhén hit qua Gng ngam cta binh xit. Chi dinh: SPIOLTO®
RESPIMAT® dugc chi dinh nhu mdt thudc diéu tri gian phé
quan duy tri dé gidm cac triéu ching & bénh nhan truéng
thanh bi bénh phéi tic nghén man tinh (COPD). Liéu
diing, dudng dung: Liéu khuyén cdo cho nqudi lon fa 5
microgram tiotropium va 5 microgram olodaterol, tudng
duong vdi 2 nhét xit tif binh xit hat min Respimat, méi

ngay dung mot Idn vao cing mdt thési diém trong ngay.
Nqusi cao tudi: Bénh nhan cao tudi ¢6 thé st dung SPIOLTO
RESPIMAT véi mic liéu khuyén cdo nhu trén. Suy gan va
suy than: SPIOLTO RESPIMAT chifa tiotropium, mét thudc
dugc thai trir chi yéu bang bai tiét qua than va olodaterol,
mot thudc dugc thai trir ch yéu béng chuyén héa tai gan.
Suy gan: Céc benh nhan suy gan nhe va trung binh ¢4 thé
st dung SPIOLTO RESPIMAT vdi liéu khuyén cdo. Chua c dir
liéu vé viéc sit dung olodaterol trén bénh nhan suy gan
n&ng. Bénh nhén suy than: Bénh nhan suy thén c6 thé sit
dung SPIOLTO RESPIMAT véi liéu khuyén cdo. SPIOLTO
RESPIMAT chifa tiotropium la thudc dugc thai trir chil yéu
bang bai tiét qua than. Do d6, cin theo ddi chat ché viéc st
dung SPIOLTO RESPIMAT trén bénh nhén suy than mic do

(1) COPD: bénh phdi tdc nghén man tinh; (2) Trich thdng tin ké toa, phdn chi dinh, liéu ding.
5 gidy xdc nhén ndi dung théng tin thudc cda B4 Y Té 21/2018/XNTT/QLD, ngay 07 thdng 11 ndm 2018
Nagay 15 thdng 11 ndm 2018 in tai liéu. Tai liéu ndy cd 2 trang. Théng tin ké toa xem trang 1va 2. P(-VN-100162

Phéi hop thuéc gidn phé quan trong diéu tri duy tri COPD™

SPIOLTO® RESPIMAT® dudc chi dinh nhu mét thudc diéu tri gian phé
quan duy tri d& giam céc triéu ching & bénh nhan trudng thanh bi
bénh phadi tac nghén man tinh (COPD). Liéu khuyén cdo cho ngudi
I6n a 5 microgram tiotropium va 5 microgram olodaterol, tudng
dudng vdi 2 nhat xit tif binh xit hat min Respimat, moi ngay dung
mat [dn vao cling mot thai diém trong ngay. @

SPIOLTO" ¢

TIOTROPIUM & OLODATEROL

trung binh va nang. Tré em: Chua c6 dif liéu lién quan dén
st dung SPIOLTO RESPIMAT trén bénh nhi mdc COPD. D an
toan va hiéu luc ctia SPIOLTO RESPIMAT trén bénh nhi chua
dugc thiét |p. Hudng dan sir dung: Ban chi cn st dung
binh xit nay MOT LAN MOI NGAY. Mdi Ian ding, ban can xit
2 NHAT. Chéng chi dinh: Chéng chi dinh SPIOLTO
RESPIMAT cho cac bénh nhdn c6 tién sif qua man vdi
tiotropium, olodaterol hodc bat ky ta dugc nao clia thudc.
Chdng chi dinh SPIOLTO RESPIMAT cho cac bénh nhan ¢6
tién sir qua man vdi atropine hodc cdc dan chdt cia né nhu
ipratropium hodc oxitropium. Than trong va canh bao
dac biét. Canh béo chung: Khong nén st dung SPIOLTO
RESPIMAT nhiéu hon 1 Ian méi ngay. Khong nén sit dung
SPIOLTO RESPIMAT trén bénh nhén hen. Dd an toan va hiéu

™\ Boehringer
I"II Ingelheim
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Tai liéu théng tin thudc

Itc ctia SPIOLTO RESPIMAT trén bénh nhén hen chua dugc
nghién ctiu. Co that phé quan cap: SPIOLTO RESPIMAT
khdng duoc chi dinh d€ diéu tri con co tht phé quén cap,
nghia I khong dugc sit dung lam thudc it con. Qué man:
Tuong tu tét cd cac thudc khéc, phan tng qué mén ¢6 thé
xudt hién ngay sau khi st dung SPIOLTO RESPIMAT. Co thdt
phé quén nghich thudng: Tuong ty nhy céc thudc dang hit
khdc, SPIOLTO RESPIMAT c6 thé gdy co thét phé quan
nghich thutng de doa tinh mang. Néu xuét hién co thét
phé quan nghich thutng, nén ngiing thudc ngay lap ticva
st dung liéu phdp thay thé. Tang nhan dp géc hep, tang
sinh tuyén tién liét hoac tdc nghen ¢d bang quang: Do déc
tinh khang cholinergic cia tiotropium, can sif dung than
trong SPIOLTO RESPIMAT trén bénh nhén tang nhan dp géc
ddng, tang sinh tuyén tién liét, hodc tac nghén cd bang
quang. Bénh nhan suy than: Do ndng d9 trong huyét
tuong clia tiotropiumm tang én khi chifc nang than giam
@ bénh nhan suy than trung binh dén nang (d thanh thai
creatinine < 50ml/pht), chi nén dung Spiolto Respimat
khi loi ich mong dai vuot tri nguy co c6 thé xay ra. Chuta c
kinh nghiém st dung thudc lau dai trén bénh nhan suy
than ndng. Triéu chiing trén mat: Phéi than trong, khong
dugc dé dung dich hodc khi dung hat min bay vao mét.
Pau mdt hodc cdm gidc kh chiu, nhin md, nhin quang
séng hoac hinh dnh ¢6 nhiéu mau sdc kém theo mat d6 do
sung huyét két mac va phii né gidc mac 6 thé la ddu hiéu
clia tang nhan dp goc hep cap. Nén kham chuyén khoa
ngay néu xudt hién bat ky su két hop nao clia cac triéu
chiing néu trén, Céc thudc nhd mét gy co déng tir khing
duoc cin nhéc trong diéu tri cic triéu ching trén. Anh
huéng trén tim mach: SPIOLTO RESPIMAT chifa mét chat
chui van beta2-adrenergic tac dung kéo dai. Céc chdt chi
van beta2-adrenergic tac dung kéo dai nén dugc sit dung
thén trong trén bénh nhan mac bénh tim mach, dac biét la
suy mach vanh, loan nhip tim, bénh co tim phi dai tic
nghén va tang huyét ap; trén bénh nhan mac chiing co
giat hoac nhiém doc gidp, bénh nhan cd tién st hodc nghi
ngds ¢d khodng QT kéo dai, bénh nhan c6 ddp tng bat
thuong vdi cdc amin cung giao cdm. Tuong ty cac chat
chi vén beta2-adrenergic khc, olodaterol ¢ thé anh
hudng trén tim mach c6 y nghia lam sang & mdt s6 bénh
nhén, biéu hién béng ting nhip tim, ting huyét dp
va/hodc cic triéu ching ldm sang. (6 thé cin ngimg st
dung thudc khi anh hudng nay xudt hién. Hon nifa, cic
thudc chil van beta2-adrenergic da dugc ghi nhan la
nguyén nhan gdy ra nhimg thay ddi trén dlén tam do
(ECG), nhu lam det séng T va doan ST chénh xudng, méc
duy nghla 1dm sang ctia nhiing ghi nhan nay chua ro rang.
: Cc thudc chll van beta2-adrenergic 6 thé
géy ha kali huyét dang ké trén mot s6 bénh nhan, va 6
khd ndng dan dén nhiing tac dung bat loi trén tim mach.
Gidm ndng do kali huyét thanh thutng thodng qua va
khdng yéu cau b sung kali. Bénh nhan COPD ndng ¢6 kha
nang ha kali huyét do tinh trang thiéu oxy va cac diéu tri
kem theo (xem phdn Tuong tdc thudc), dan dén tang nhay
¢&m véi loan nhip tim. Tang dubing huyét: Cc thudc chi
van beta2-adrenergic dang hit heu cao 6 thé géy tang
nong do dudng huyét tuong.
mé: (an than trong trong trudng hap 6 ké hoach phau
thudt st dung thudc gay mé hydrocarbon halogen hod do

Phéi hgp thuéc gidn phé quan trong diéu tri duy tri COPD ™
SPIOLTO® RESPIMAT® dudc chi dinh nhu mdt thuéc diéu tri gian phé
quan duy tri dé giam cac triéu chiing & bénh nhan trudng thanh bj
bénh phéi tdc nghén man tinh (COPD). Liéu khuyén cdo cho ngudi
16n 1a 5 microgram tiotropium va 5 microgram olodaterol, tuong
dudng vdi 2 nhat xit tlf binh xit hat min Respimat, méi ngay diing
mét [an vao cling mét thdi diém trong ngay. @

SPIOLTO

B RESPIMAT°
TIOTROPIUM & OLODATEROL
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s tang nhay cdm véi céc téc dung phu trén tim mach clia
cécthudc gian phé quan chii vén beta. Khong nén sit dung
SPIOLTO RESPIMAT ddng thai vdi cdc thudc khac chifa chat
chti van beta2-adrenergic tac dung kéo dai. Nhing bénh
nhén dang st dung thuong xuyén cic chdt chi vén
beta2-adrenergic tdc dung ngdn dang hit (vi du 4
1dn/ngay) can dugc khuyén cdo chi sir dung cdc tc nhan
nay & lam gidm céc triéu chiing hé hdp cdp. Twang tac
thudc: Mic d cic nghién ciu tuang tac thudc chinh thic
chua dugc thuc hién, tiotropium bromide da dugc sit dung
ddng thai véi céc thudc thuong ding trong diéu tri COPD
nhu methylxanthine, steroid dudng udng va steroid dang
hit ma khong cd bang ching 1dm sang vé viéc xdy ra tuong
tdc thudc. Sir dung déng thoi lau dai tiotropium bromide
véi cac thude khang cholinergi( khdc chua dugc nghién
ctu. Do do, khong khuyen cdo ding déng thoi lau dai
SPIOLTO RESPIMAT véi cac thudc khang cholinergic khéc.
Céc thude téc dung trén hé adrenergic: Sit dung déng thoi
véi cac thudc tac dung trén hé adrenergic ¢6 thé lam tang
téc dung khdng mong mudn ciia SPIOLTO RESPIMAT. Dan
chdt Xanthine, Steroid hodc thudc loi tiéu: Si dung déng
thi véi cic dan chét xanthine, steroid, hodc cac thudc loi
tiéu khdng giir kali ¢6 kha nang chiu dnh hudng ha kali
huyét cla cac thudc chi van adrenergic (xem phan Than
trong va canh béo dac biét). Thudc chen beta: Céc thudc
chen beta-adrenergic c6 thé lam gidm hoéc déi khang tac
dung clia olodaterol. C6 thé cin nhdc st dung céc thudc
chen beta chon loc trén tim nhung cén than trong. Thudc
ic ché enzym MAO, chdng trdm cdm ba vong, thudc gay
kéo dai khodng QTc: Céc thudc tic ché enzym monoamin
oxidase, cac thudc chdng trdm cdm ba vbng hodc cdc
thudc gay kéo dai khoang QTc khéc c6 thé lam tang anh
hudng clia SPIOLTO RESPIMAT trén hé tim mach. Tudng tac

ﬂ]ug_c_thgg_dm_dqng_mghong mot nghién ciu tuong
téc thudc clia olodaterol sif dung ketoconazol, mét chdt tic
ché manh, dong thai CYP va P-gp, mic do phoi nhiém
toan than tang 1,7 lan. Khdng ¢é nguy co nao lién quan
dén do an toan dugc ghi nhan trong cdc nghién ctiu lam
sang kéo dai dén mot nam vdi muc liéu olodaterol én tdi 2
lan liéu khuyén cdo. Khdng can hiéu chinh liéu SPIOLTO
RESPIMAT. Kha néng sinh san, théi ky mang thai va
cho con bui. Théi ky mang thai: Dit liéu vé viéc sit dung
tiotropium trén phu nir c6 thai kha han ché. Chua c6 dir
liéu am sang lién quan dén phai nhiém olodaterol trong
thai ky. Cdc nghién ctiu tién 13m sang cla tiotropium
khong cho thdy bét ky anh hudng bat loi tryc tiép hodc
gian tiép nao lién quan dén doc tinh sinh san & muc liéu si
dung lam sang. Céc nghién c(u tién lam sang cla
olodaterol cho thdy thudc c6 téc dung dién hinh clia cic
thudc chii van beta2-adrenergic & mic liéu cao gap nhiéu
1&n liéu diéu tri. D& dam bdo an toan, nén trénh st dung
SPIOLTO RESPIMAT cho phu nif mang thai. Nén cha y tac
dung tic ché co bép co tron ti cung ciia cac thudc chil van
beta-adrenergic nhu olodaterol - mgt thanh phdn cla
SPIOLTO RESPIMAT. Phu nit cho con bui: Chua c6 dif liéu
1am sang lién quan dén phoi nhiém tiotropium va/hoéc
olodaterol & phu ni cho con bi. Trong cdc nghién ciu trén
dong vat ctia tiotropium va olodaterol, cac dan chat va/
hodc chdt chuyén hoa clia chiing déu duoc tim thdy trong
sifa cia chudt cong dang cho con b, tuy nhién chua biét

chc tiotropium va/hodc olodaterol ¢6 dugc tiét vao sifa
ctia ngudi dang cho con bi hay khdng. Do do, khong nén
stt dung SPIOLTO RESPIMAT trén phu nif cho con b trir khi
Igi ich cta thudc vuot trdi so véi nguy ca ¢d thé xdy ra ddi
véi tré nhi nhi. Khd nédng sinh sdn: Chua c6 di liéu lim
sang vé dnh hudng ctia tiotropium, olodaterol hodc ché
pham két hgp hai thanh phan nay dén kha néng sinh sén.
Céc nghién cttu tién lam sang da dugc thuc hign véi
tiotropium hoac olodaterol dan ddc khdng cho thay bét ky
téc dung bét Igi nao trén kha nang sinh san. Anh hugng
dén kha nang lai xe va van hanh may méc: Chua 6
nghién ctu vé anh hudng ctia thudc dén kha nang Idi xe va
van hanh mdy méc. Mac du vay, bénh nhén nén dugc
khuyén cdo rang c6 thé xudt hién chéng mit va nhin mo
khi st dung SPIOLTO RESPIMAT. Do dd, can than trong khi
1di xe hodc van hanh méy méc. Néu bénh nhan 6 cc triéu
chiing nhutrén, nén tranh cac cong viéc nguy hiém nhuli
xe hodc van hanh mdy méc. Tac dung ngoai y: Bat ky cac
tac dung khdng mong mudn nao dugc ghi nhan trudc day
ddi vai mot trong hai thanh phan clia thudc ciing duoc coi
la tac dung ngoai y clia SPIOLTO RESPIMAT va duc liét ké
trong danh séch dudi day. Ngoai ra, danh sdch nay cling
gm cdc tdc dung ngoai y dugc ghi nhan ddi véi SPIOLTO
RESPIMAT nhung chua dugc ghi nhan khi st dung don dc
timg thanh phan. Nhiém khudn va ky sinh triing: Viém
miii hong. Réi huyén héa va dinh du@ng: Mat nudc.
Rdi loan hé than kinh: Chdng mat, mat ngu. RGi loan trén
mét: Tang nhan &p, tang ap Iuc ndi nhan, nhin ma. Rai
loan trén tim: rung nhi, danh trong nquc, nhip nhanh
trén that, nhip tim nhanh. Réi loan hé mach: Tang huyét
&p. Rdi loan hb hdp, l6ng nguc va trung thét: ho, chdy
mau cam, viém hong, khé phat dm, co that phé quan,
viém thanh quén, viém xoang. Rdi loan tiéu héa: khd
miéng, thuong nhe, téo bon, nhiém ndm candida héu
hong, kho nudt, trao nguoc da day thuc quan, viém lgi,
viém |u@i, viém miéng, tac ruot bao gdm liét rudt. Rai
loan trén da va mé dudi da: phat ban, ngifa, phii mach
than kinh, mé day, nhiém trung da va loét da, kho da, qud
man (gém cac phan dng qua man tdc thi). RGi loan o
xuong khdp va md lién két: dau khdp, sung khdp, dau
lung' ('cdc téc dung ngoai y ghi nhan vdi SPIOLTO
RESPIMAT nhung khong dugc ghi nhén véi titng thanh
phan). Rdi loan than va tiét niéu: bi tiéu (thutng gap &
nam gii 6 yéu t6 nquy ca), tiéu khé, nhiém tring dutng
niéu. Nhiéu tac dung khong mong mudn da duoc ligt ké &
trén ¢6 thé do hoat tinh khang cholinergic ctia tiotropium
hodc do hoat tinh beta-adrenergic ctia olodaterol - hai
thanh phan ctia SPIOLTO RESPIMAT. Ngoai ra, ciing can
ltuy cdc ticdung ngoai y khac lién quan dén cac cht chi
van beta-adrenergic chua dugc liét ké & trén nhu loan
nhip, thiéu méu co tim, dau that nguc, ha huyét ap, run,
dau dau, cang thang, budn ndn, co thdt cs, mét méi, khé
chiu, ha Kali huyét, ting dutmg huyét va toan chuyén
héa. Diéu kién bdo quan: Bdo quan dudi 30°C. Khdng
dong lanh. Han diing: 24 thang. Han diing khi st dung:
3 théng ké tir khi I3p 6ng thudc vao binh xit hat min
Respimat. Qui cach: Hop gm 16ng thudc chifa 4 ml cho
60 lan xit va 1 binh xit hat min Respimat. Nha san xuat:
Boehringer Ingelheim Pharma GmbH & Co. KG; Binger
Strasse 173, 55216 Ingelheim am Rhein, Dic.
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THIET BI CAP CUU VA HO HAP ’ WEINM/ NN

medical #1echnology

May gitp thé - Medumat Transport Hang: Weinmann / Buc

St dung cho ca cap ctiu va ICU
Ap dung cho ngudi I6n, tré em va tré sa sinh.

Vali cap cttu - ULM Case
Chuyén dung cho cap ctu di déng hay
tai hién truong.

May séc tim May hut dich cdp cliu - Accuvac Lite

C()NG TY c6 PHAN TH'ET BI YTE VIMEC > Dia chi: DD26 Bach Ma, Phudng 15, Quan 10, TRHCM
@ VIMEC MEDICAL EQUIPMENT JOINT STOCK COMPANY RS SEREREEITEEE F fotine: 00 s 01

> Website: www.vimec.net.vn » Email: info@vimec.net.vn
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LOWENSTEIN
medical
Hang: Lowenstein / Duc

May Pa ky gidc ngu
Chan doéan ngung thé lic ng(,
cong nghé khéng day.

May thé Auto CPAP/ BiPAP
May thd BiPap danh cho gia dinh.

May thd cho ICU - Ventilogic LS Mat na thdg

Hiéu qua cho st dung tai ICU hodc cham sdc tai nha.

W CONGTY cé PHAN THlET BIY TE VIMEC > Dia chi: DD26 Bach Ma, Phudng 15, Quan 10, TRHCM
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