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NV-A\ Cytin 
Acetylcysteine 40,0 mg/ml (4%) 

WHO-GMP H6ép 30 6ngxSml 

DUNG DICH UGNG ool , 

NV-A\ Cytin 
Acetylcysteine 40,0 mg/ml (4%) 

Co 56 5an xudt- CONG TY CO PHAN DUCE PHAM SONA VIMEX 
Oucng N1-Khu cong nahlen ¥en My Il, Thi tran Yen Mg, Huyen 

Yén My, Tinh Hang ¥én, Vigt Sar, 
SOT: 02217206996/E-mail: sahavimex@sohacogroup.cam.vn 

Thanh phén: 
Mi 1 mi dung dich chia: 
Acetylcysteine 40,0 mg (4%) 

Chi dinh, ¢dch ding, chong chi dinh va 

cac thing tin khae: xem trong ta huéng 

dan stidungthuéckém theo. 
Tiéu chuan:TCCS 
Bao quan: 

Noi kh rao, nhiét 4 dudi 30°C, tranh 
anh sang. 

béxatamtaytréem. 

Boc ky hudng dan su dung trude khi 

dung. 

SDK/Visa No.: 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp, Date 

WHO-GMP Box of 30 ampules x 5 ml 

ORAL SOLUTION 

NV-A Cytin 
Acetylcysteine 40.0 mg/ml (4%) 

SF 
NOINJECTION } 
a 

(Manslacturer: SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 
Ni Road - Yen My ilindustnalZene, Yen My Town, Yen My 

Hung ¥en Province, Vietnam 
Phone: 02217206996/E-mal, cohavimens@sohaeng nup.com.vn 

Composition: 

Each1misolutioncantains: 
Acetylcysteine................40.0 mg (4%) 

Indications, administration, 
contraindications and further 

information: please refer to the 
package insert. 

Specification: In-house 

Storage: 

Store in a dry place at temperature 

below 30°C, avaidinglight. 
Keep out of reach of children. 

Read the package insert carefully 

before use 
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Y-A Cytin 
Acetylcysteine 40,0 mg/ml (4%) 

Hép 30 Gng x 10 mi WHO-GMP Box of 30 ampules x 10 ml | wic-cre | 
Thanhphan: Composition: 
Mait ml dung dich chia: Each1misolution contains: 

| Acetylcysteine... 10,0 mg (4%) —™ Acetyleysteine..... 40,0mg (4%) 
OUNG DICH UONG Chi dinh, cach ding, chéng chi dinh va ‘ORAL SOLUTION Indications, administration, 

cac théng tin khac: xem trong ta huéng contraindications and further 
dansiidung thuéckém theo, information: please refer to the 

WV. J Cytin: Ti@uchudn:TCCsS lV AA Cytin package insert. 

Bao quan: Specification: |n-house 

Acetylcysteine 40,0 mg/ml (4%) Noi khd rao, nhi8t dO duéi 30°C, tranh Acetylcysteine 40.0 mg/ml (4%) Storage: 
anhsang. Store in a dry place at temperature 
Déxatamtaytréem. below 30'C, avoiding light. 

Boe ky huéng din sir dyng trude khi Keep out ofreach of children. 

dung. Read the package insert carefully 

before use 

SOK/Visa No.: 

KHONG OUGCTIEM Esx/BatchNe | NOINJECTION } 
NSX/Mfa. Date —————— 

Ma vach 
HD/Exp. Date 

Cosd sénauat. CONG TY CO PHAN DUOC PHAM SOHA VIMEX G Manufacturer: Se a Let Oe 
Qvtnght -Khucénd nghigp Yen M9 Il, Thy triin Yen My, Huyen, NT Road Ven ity noaeeie Zone, Yen My’ 

‘Yen My, Tinh Hung ¥en, viet Nam. 
SDT: 0721730699 6/E-mail: sohavimen@sohacagioup.cam.vn SOHAVIMEX Prone: earmieessefeme sohavimextsohcogroua.com.yn 
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N-A Cytin. 
Acetylcysteine 40,0 mg/ml (4%) 

DUNG DICH UONG 5 

N-A Cytin 
Acetylcysteine 40,0 mg/ml (4%) 

SOHAVIMEX Hop 011060 ml 

Nhan hép 

Thanh phan: Méi1mldungdich chda: 

Acetylcysteine. }0,0mg (4%) 

Chi dinh, cach ding, chéng chi dinh va cac 

théng tin Ichac: xem trong té hudng dén 

stidungthu6ckém theo. 

Tiéuchugn:TCCS 
Bao quan trudc va sau khi mé nap: Noi 

khé rao, nhiét 46 dudi 30°C, tranh anh 

Sang. 

Oéxa témtay tréem, 

Bocky huang dan sidung trude khiduing. 

SDK/Visa No.: 

LSX/Batch No 

NSX/Mfg, Date 

HO/Exp. Date 

Cosdsdnxudt: 

CONG TY CO PHAN UOC PHAM SOHA VIMEX 
Budng N1~ Khu cong nghiép Yén My Hl, Thi trén Yen 
My, Huyén Yer My, Tinh Hung ¥én, ¥iet Nam, 
‘SDT: 02217308996 
E-mail: sohavimex@sonacogroup.com.vn 

ORAL SOLUTION 

N-A Cytin 
Acetyicysteine 40.0 mg/ml (4%) 

G 
SOHAVIMEX Boxof 01 bottle 60m! 

Composition: Each 1ml solution contains. 

Acetyleysteine........... 40.0 mg (4%) 

Indications, administration, 

contraindications and further 

information: please refer to the package 

insert. 

Specification: In-house 

Storage before and after opening: Store 

ina dry place at temperature below 30'C, 
avoiding light, 
Keep aut of reach of children. 

Read the package insert carefully before 

use, 

ranwfaciurer: 
SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 
NI Road = Yen My ilindustrial Zane, Yen My Town, Yen 
My District, Hung Yen Province, Vietnam 
Phone: 02217306996 
E-mail: sohavimiex@sohacogroup.com.vn 
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CO PHAN 
CONG wa 

‘Thanhphan: MéiTmIdung dichchda: 
Acetyicystein (0,01m 
Chi dinh, céch ding, chéing chi dinh wi cde 
thdng tin khc:xem trong to huangdnsidung 
thugickemtheo. 
TidechuSn: TCS 
@daquin trude va saukhimd ndp: 
Noiichisrdo, nhiét dédusi 30°C, tranh anh sing 
BExatdniaytréem 
Bockphuding din stidung taudckhidang 

DUNG DICH UONG 

N-A Cytin , 
Acetylcysteine 40,0 mg/ml (4%) 

Nhan dan Io 

am 
Cosd sanxust: 
CONG TY CO PHAN DUOC PHAM SOHA VIMEX 
‘Oubng NT- Khu cong nghiep én My Hl Thr tren 
ven My, Huyén Yén My, Tinh Hung Yen, Wiet 
Nam 
SDT: 02217306996 
E-mail sohavimex@sohacogroup.com vn 

SOK/Visa No.: 

LSX/Batch No 
HO/Exp. Date 
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N-A\ Cytin 
Acetylcysteine 40,0 mg/ml (4%) 

am 

NN-A Cytin 
Acetylcysteine 40,0 mg/ml (4%) 

am 

Hop 011090 ml 

Thanh phan: Méi1 ml dung dichchua: 

Acetyleysteine ........cce...40,0mg (4%) 

Chidjnh, c&ch ding, ching chidinhvacac 
théng tin khde: xem trong to hudng dan 

sUdungthuéckémtheo, 

Tiéuchudn:TCCS 
Bao quan truéc va sau khi mé ndp: Noi 

kh6 rao, nhiét do dudi 307C, tranh anh 
sang. 

Béxatamtaytréem. 

Doc ky huéng dansu dungtrudckhiduing, 

SBK/Visa No.: 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

Cosdsanxudt: 

CONG TY CO PHAN DUGC PHAM SOHA VIMEX 
Bybng N71 - Khu cong nghien Yen My Il, Thi trén Yen 
My, Hayén Yéa My, Tinh Hung ¥én, Viet Nam. 
SDT202217306995 
E-mail:sahavimex@sohecogroup.com.vn 

ORAL SOLUTION 

N-A Cytin 
Acetylcysteine 40.0 mg/ml (4%) 

G 
SOHAVIMEX Box of 01 bottle 90 ml 

Composition: Each 1 mlsolutioncontains: 

Acetyleysteine seus ccisssoors.40.0mg (4%) 
Indications, administistion, 

contraindications and further 

information: please refer to the package 

insert. 
Specification: In-house 

Storage before and after opening: Siore 

inadry place at temperature below 30°C, 
avoidinglight. 

Keepoutofreachof children, 
Read the package insert carefully before 

use. 

Manufacturer: 
‘SOHAVIMEX PHARMACEUTICAL JOINTSTOCK COMPANY 
Ni Road- Yen My IlindustrialZone, Yen My Town, Yen 
‘My District, Hung Yen Province, Vietnam, 
Phone: 02277306996 
E-mail sohavimex@sohacogroup.com.vn 



Thanh phén: Mbi7 midungdich chia 
Acetylcysteine.... ...40,01mg (48h) 
Chi dinh, cach ding, chéng chi dinh va cdc 
théng tin khac: xem trang thuding din sti dung 
thudic kém theo, 
Tieuchusn: TEES 

0 quan trudcvasau khiméndp: 
Noikho ra,nhietdo du6i30°C, tranhanh sang 
5éxatimtay tréem, 
Doe ki hudng dn sil dung trudc chiding, 

Nhan dan lo 

DUNG DICH UGNG 

N-A Cytin. 
Acetylcysteine 40,0 mg/ml (4%) 

Cosdsanxuat: 

CONG TY CO PHAN DUOC PHAM SOHA VIMEX 
Bubng N1- Khu cong nghiep Yen My tl, Thrtrdn 
yen My, Huyén Yan Nip, Tinh Huing Yen, Vigt 
Nam, 
‘SBT: 02217305956 

E-mail: schavimex@sohacoqroup.com.vr 

SDK/Visa No.: 

LSX/Bateh No 

HD/Exp, Date 
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y N-A CYTIN 

bk xa tam tay tré em. 

Doc kf hiéng dan sir dung triréc khi ding. 

Théng bao ngay cho bac sf hodc dwoc sf nhirng phan tng cé hai gap phai khi sw dung thudc. 

Khong duec tiém. 

1. THANH PHAN CONG THUC THUOC 

Mi 1 ml dung dich chira: 

Thanh phan hoat chat: Acetyleysteine 40,0 mg (4%) 

Thanh phan td dugc: Saccharin sodium, Hypromellose 2910 (HPMC 15eps), Methylparaben, 

Propylparaben, Huong chudi, Sodium hydroxide, Disodium edetate, Propylene glycol, Nude 

tinh khiét. 

2. DANG BAO CHE 

Dung dich uéng. 

M6 ta: Dung dich uéng trong sudét, huong chudi. 

3. CHi DINH 

N-A Cytin cd tac dung tiéu chat nhay duge dung dé hé tro diéu tri khang khuan cae bénh 

nhiém tring durong hé hap khi c6 sy tang tiet phé quan. 

4, CACH DUNG, LIEU DUNG 

Cach ding: 

Thuée duoc ding theo dudng udng. 

Liéu ding: 

Thuéc c6 nhiéu quy cach déng géi khac nhau, nén Iya chon quy cach phu hgp vdi liéu dung 

dé thuan tién nhat khi str dung thudc. 

H6p 01 lo 60 ml, chai thuy tinh tron nau, nap HDPE kém 01 cée chia liéu. 

H6p 01 lo 90 ml, chai thuy tinh tron nau, nap HDPE kém 01 céc chia liéu. 

Negudi Ién va tré em trén 12 tudi: 600 mg acetyleysteine (tuong duong 15 ml N-A Cytin) x 1 

lan/ ngay, tot nhat la vao ban dém hodc 200 mg acetylcysteine (trong duong 5 ml N-A Cytin) 

x 3 lan/ ngay. 

Liéu khuyén cdo t6i da 1a 600 mg acetyleysteine/ ngay. 

Tré em: 

Tré em dwéi 2 tudi: Khéng nén ding. 

Tré em tie 2 dén 6 tudi: 300 mg acetyleysteine (tuong duong 7,5 ml N-A Cytin) x | 1an/ ngay, 
tot nhat la vao ban dém hodc 100 mg acetylcysteine (tuong duong 2,5 ml N-A Cytin) x 3 lan/ 

ngay. Liéu khuyén cao t6i da la 300 mg acetylcysteine/ ngay. 

Tré em tit 6 dén 12 tudi: 300 dén 400 mg acetyleysteine (tuong duong 7,5 dén 10 ml N-A 

Cytin) x | lan/ ngay, tot nhat 1a vao ban dém hoac 100 mg acetylcysteine (tuong duong 2,5 

1/5
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- Tré em trén 12 tudi: Liéu lwong tuong tu nhu nguoi lon. 

Neudi cao tudi: Thuée nay thich hop ding cho ngudi cao tudi. Can than trong trong truong 

hgp mac bénh loét da day, ta trang. 

H6p 30 éng 5 ml, mang PVC/PE. 

Negudi én va tré em trén 12 tudi: 600 mg acetylcysteine (tuong duong 15 ml N-A Cytin) x | 

lan/ ngay, tét nhat la vao ban dém hodc 200 mg acetylcysteine (tuong duong 5 ml N-A Cytin) 

x 3 lan/ ngay. 

Liéu khuyén cdo téi da 14 600 mg acetyleysteine/ ngay. 

Tré em: 

Tré em tie 6 dén 12 tudi: 300 dén 400 mg acetylcysteine (tuong duong 7,5 dén 10 ml N-A 

Cytin) x 1 lan/ ngay, tot nhat 1a vao ban dém hoadc 100 mg acetylcysteine (tuong duong 2,5 

ml N-A Cytin) x 3 - 4 lan/ ngay. Liéu khuyén cao téi da 14 300 dén 400 me acetylcysteine/ 

ngay. 

Tré em trén 12 tudi: Liéu long tuong tu nhu ngudi Ién. 

Ngudi cao tudi: Thudéc nay thich hop ding cho ngudi cao tudi. Can than trong trong trudng 
hop mac bénh loét da day, ta trang. 

H6p 30 ong 10 ml, mang PVC/PE. 

Tré em: 

Tré em tie 6 dén 12 tudi: 300 dén 400 mg acetyleysteine (tuong duong 7,5 dén 10 ml N-A 

Cytin) x | lan/ ngay, tot nhat 14 vao ban dém hodc 100 mg acetylcysteine (tuong duong 2,5 

ml N-A Cytin) x 3 - 4 lan/ ngay. Liéu khuyén cdo t6i da 1a 300 dén 400 mg acetylcysteine/ 

ngay. 

5. CHONG CHi DINH 

e Bénh nh4n qua man voi acetylcysteine hoic bat etr thanh phan nao cia thuéc. 

Ching chi dinh trong truong hop loét da day ta trang. 

Chong chi dinh két hop acetyleysteine va nitroglycerin. 

e <Acetylcystein khéng nén ding cho tré duéi 2 tudi. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 

Than trong khi str dung thudc véi bénh nhan hen suy€én, nhimg ngudi cé tién sir co that phé 

quan va suy hd hap nang. 

Than trong véi bénh nhan suy nhuge do phan xa ho giam nén c6 nguy co tac nghén duéng 

thé do luong dich tiét tang lén. 

Vi acetylcysteine cd kha nang pha huy hang rao niém mac da day, nén than trong khi sir 

dung & nhiing ngudi dé bi loét da day ta trang. 
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é hoat déng cua thuée tiéu chat nhay 1a lam giam d6 nhét va loai bé chat nhay théng 
Wy, a = ade las > , oad x oh . L x. <i 

\ gua hoat d6ng cua biéu mé va phan xa ho, do dé khi bat dau diéu tri, lwong chat nhay tang 

lam tang dom va ho. 

Ta duoc 

Thuée cé mui luu huynh nhe 1a mdi dac trung cua acetylcysteine. 

Thudc nay cé chita 100 mg propylene glycol trong mdi ml dung dich. 

Néu tré duéi 5 tudi, hdi y kién bac si hoac duge si truéc khi cho tré ding thudéc, nhat 14 khi 

tré duge cho ding cdc thuéc khac c6 chita propylene glycol. 

Thudc nay c6 chita duéi 1 mmol (23 mg) natri trong mdi ml, vé co ban duoc xem nhu *khong 

chtra natri’’. 

Thuéc nay c6 chita 1,8 mg methylparaben va 0,2 mg propylparaben, cé thé gay ra phan tng 

di ime. 

7, SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 

Phu ni cé thai 

Mac du acetylcysteine chua duoc chimg minh 1a cé tac dung gay quai thai, tuy nhién nén than 

trong khi str dung trong thdi ky mang thai. 

Cac nghién ctru trén d6ng vat khéng chi ra tac hai true tiép hoc gidn tiép lién quan dén déc 
tinh sinh san. 

Phu ni cho con bu 

Mac du acetylcysteine chua duoc ching minh 1a hoa tan trong stta me, tuy nhién nén than 

trong khi str dung acetylcysteine trong thoi gian cho con bu. 

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 
N-A Cytin it anh huéng dén kha nang Idi xe va van hanh may méc. 

9. TUONG TAC, TUONG KY CUA THUOC 

9.1. Twong tac thuéc 

Khong sir dung déng thdi acetyleysteine voi nitroglycerin do gay ha huyét 4p dang ké va dau 

dau. 

Khéng két hop acetyleysteine véi thuéc chéng ho hoac thuée lam tiéu nhay. 

Acetylcysteine cé thé tao ra phite chelat véi cdc mudi kim Joai nang (Vi du: vang, calci, sat, 

...) lam giam tac dung cua ching. Do d6, nén str dung cdc thuéc nay vao thdi diém khac nhau. 

Acetylcysteine cfing cé thé tuong tac (giam sinh kha dung) voi khang sinh cephalosporin, 

do d6 nén str dung cdc thuéc nay vao nhimg thoi diém khae nhau. 

Acetyleysteine khéng tuong tae voi cae khang sinh nhu amoxicillin, erythromycin, 

doxycycline hoae bacampicillin cting nhw khéng tuong tac v6i su két hop gitta amoxicillin va 

acid clavulanic. 

ais
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‘D6 khong cé caéc nghién ctru vé tinh tuong ky cla thudc, kh6ng trén lan thuéc nay voi cdc 
thudéc khac 

10. TAC DUNG KHONG MONG MUON CUA THUOC 

Tém tat cdc phan trng cé hai 

Tan suat ctia cae phan img cé hai duoc phan loai nhu sau: rat thuong gap (> 1/10), thuong 

gap (= 1/100 dén < 1/10), it gap © 1/1.000 dén < 1/100), hiém gap © 1/10.000 dén < 1/1.000), 
rat hiém gp (ADR < 1/10000), chua biét (khéng thé wée tinh tir dét liéu sin cd), 

Hé thong mién dich it gap Phan tng qua man 

Rat hiém gap Séc phan vé, phan tmg phan vé/ phan vé 

Hé than kinh it gap Dau dau 

Tai va mé dao it gap U tai 

Tim mach It gap Nhip tim nhanh 

Mach mau it gap Ha huyét ap 

Rat hiém gap Xuat huyét 

Hé6 hap, ngue va trung | Hiém gap Khé thé, co that phé quan - cha yéu 6 

that nbiing bénh nhan cé hé thong phé quan 
tang phan tng khi bi hen phé quan 

Hé tiéu hoa It gap Viém miéng; dau bung, buén nén, nén va 

tiéu chay 

Hiém gap Kho tiéu 

Da va m6 dudi da it gap May day, phat ban, pht mach, ngtra 

Rat hiém gap Héi ching Stevens-Johnson 

va hoai ttr biéu bi nhiém déc* 

Toan than va tai vi tri it gap Sét 

dling thos Choa bide Phi mat 

* Su xuat hién cdc phan img da nghiém trong nhu héi chimg Stevens - Johnson va hoai ttr 

biéu bi nhiém déc da duoc bao cdo cé lién quan tam thdi véi viée sit dung acetylcysteine. 
Trong phan Ién cac trudng hop duce bdo cdo, it nhat mét loai thuéc khdc duge sir dung cting 

luc, diéu nay c6é thé lam tang tac dung trén da niém mac duoc mé ta. 

Trong trirong hop tén thuong da va niém mac tai phat, bao ngay voi nhan vién y té va nging 

stir dung acetyleysteine ngay lap tire. 

Viée giam két tap tiéu cau khi cé mat acetylcystein da duge xae nhan trong mdt sé xét nghiém. 

Su lién quan vé mat lam sang van chua dugc lam r6. 
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Viéc bao cdo cdc tac dung khéng mong muén sau khi thudc duoc phé duyét la rat quan 

cac tac dung kh6ng mong muén 

trong. Diéu nay cho phép tiép tuc theo déi danh gid loi ich/rii ro cla thuéc. Cac chuyén gia 

cham séc sire khée duge yéu cau bao cdo bit ky tac dung khéng mong muén nao tdi: 

Trung tam DI & ADR Quéc gia, 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha N6i. 

Website: http://canhgiacduoc.ore.vn/ 

11. QUA LIEU VA CACH XU TRi 

Acetylcystein di duge ding cho ngudi voi liéu lén téi 500 mg/kg ma khéng gay ra triéu 
chimg qua lieu. Néu cé xay ra sau khi ding liéu cao thi diéu tri triéu chimg. 

Tich cuc theo doi dé cé bién phap xv tri kip thoi. 

12. QUY CACH DONG GOI 

H6p 01 lo 60 ml, chai thuy tinh tron nau, nap HDPE kém 01 céc chia liéu. 

H6p 1 lo 90 ml, chai thuy tinh tron nau, nap HDPE kém 01 céc chia liéu. 

H6p 30 éng 5 ml, mang PVC/PE. 

H6p 30 dng 10 ml, mang PVC/PE. 

13. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG THUOC 
Diéu kién bao quan: Truéc va sau khi mé nap: Noi khé rao, nhiét 46 khéng qua 30°C, tranh 
anh sang. 

Han dimg: H6p 1 19 60 ml: 24 thang ké tir ngay san xuat; 15 ngay sau khi mé nap lo. 

H6p | lo 90 ml: 24 thang ké tir ngay san xuat; 15 ngay sau khi m6 nap lo. 

H6p 30 6ng 5 ml; Hép 30 dng 10 mil: 24 thang ké tir ngay san xudt. 

Tiéu chuan chat lhrong: TCCS. 

14. TEN, DIA CHi CUA CO SO SAN XUAT THUOC 

Tén co sé san xuat: CONG TY CO PHAN DUOC PHAM SOHA VIMEX 
Dja chi: Duong N1-Khu céng nghiép Yén M¥ II, Thi tran Yén M¥, Huyén Yén My, Tinh 
Hung Yén, Viét Nam. 
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