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NHAN HOP 

jw g/Bw ozT 

Nn1dOLYOd 

Manufactured by: 
Farm Ltd. 

Kozle 188, 1000 Skopje, 

Co sd san xudt: 

Replek Farm Ltd. Skopje. 

Kozle 188, 1000 Skopje, 
Céng hda Bac Macedonia. 

DNNK: 

Republic of North Macedonia. 
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syrup 

PORTOFLU 120 mg/5 mi 
Hp 1 chai x 100 mi. 
‘Thanh phan: phan: 
Méi 5 mi sird chifa 120 mg paracetamol! 
(2,4% ki/tt). 
Dang bao ché: Sird. 
‘Chi dinh, cach ding, chéng chi dinh va cdc 
thdng tin khdc: xem trong td huting dan sir 
dung kém theo. 
Bao quan dudi 30°C. 
Tiéu chudin ch&t lugng: TCCS. 
LSX, NSX, HD: xem Batch N’, Manuf. Date, 
Exp. Date trén bao bi. Han diing 1 ngay cudi 
‘cing cila thang hét han. 
SOK: 
‘oc ky huding din su dung trutéc khi ding. 
Dé xa tam tay tré em. 

ts: ethanol, sorbitol, glycerol, 
propylene glycol, color sunset yellow E 110. 

‘COMPOSITION: 
5 ml syrup contains 120 mg Paracetamol 
Excipien 

Relieves pain and reduces increased body 
temperature. 

Dosage: 
Infants from 3 months - 1 year of age: 
¥a-1 teaspoon of syrup (2,5-5 mi equivalent 
to 60-120 mg paracetamol), 4 times a day, 
every 6 hours. 
Children from 1 - 6 years of age: 
1-2 teaspoons of syrup (5-10 mi equivalent 
to 120-240 mg paracetamol), 4 times a day, 
every 6 hours. 

Chikiren from 6 - 12 years of age: 
2-4 teaspoons of syrup (10-20 mi equivalent 
to 240-480 mg paracetamol), 4 times a day, 
every 6 hours. 

FOR ORAL USE. 
Should be kept at temperature up to 30°C, 
in original package. 
Should be kept out of the reach of children! 
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NHAN CHAI 

100 ml! Bia 

PORTOFLU 
120 mg/5 ml 

Each 5 ml syrup contains 

120 mg paracetamol (2,4% w/v) 
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The batch number ( Batch N°: ) and expiry date (Exp. Date:) 

will be imprinted during production
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PORTOFLU 120 meee P 

J) TNHH 
S eer PHAM 

(Siré paracetamol 120 mf 

Dé xa tam tay tré em. 

Doc ky huong dan swe dung truéc khi ding. 

1. THANH PHAN CONG THUC THUOC 
M6i 5 ml sir chita: 

Thanh phdn duoc chdt: Paracetamol .........cscscsseesssesssssseesssseeessaseeesseessnneees 120mg (2,4% kl/tt) 

Thanh phan ta dugc: Ethanol 96%; macrogol 400; natri carmelose; sorbitol, long (khéng két 

tinh) 70%: glycerol; propylen glycol; kali sorbat; natri saccharin; acid citric, monohydrat; sunset 

yellow 85 E 110; huong cam 2808 N/21; nude tinh khiét. 

2. DANG BAO CHE 
Dang bao ché: Siro. 

M6 ta: Sir6 trong, sét, c6 mau cam, mui cam dac trung, vi ngot, hoi dang. 

3. CHI DINH 
Diéu tri dau mitc do nhe dén trung binh tai phiéu vi tri va sét 6 tré tir 1 thang dén 12 tudi. 

4. CACH DUNG, LIEU DUNG 
Cach ding 

Thudc ding dudng udng, dung thia dong co vach 2,5 ml va Sml tuong tng véi 60 mg va 120 mg 

paracetamol. 

Liéu ding 
Liéu don khuyén cao 1a 15 mg_ paracetamol/kg; liéu khuyén cdo hang ngay 1a 60 mg 

paracetamol/kg. 

Tuy thudc vao dé tudi va can nang cia tré, liéu dung khuyén cdo nhu sau: 

- Tré tir 1-3 thang tudi: 60 mg paracetamol (2,5 ml sird) tdi da 4 lan/ngay; 

- Tré tir 3 thang dén 1 tudi: 60 - 120 mg paracetamol (2,5 - 5 ml sird) téi da 4 lan/ngay; 

- Tré em tir 1-6 tudi: 120 - 240 mg paracetamol (5-10 ml sird) tdi da 4 lan/ngay; 

- Tré em ttr 6 - 12 tudi: 240 - 480 mg paracetamol (10 - 20 ml siré) toi da 4 lan/ngay. 

Téng liéu paracetamol khong duge vuot qué 80 mg/kg/ngay 6 tré cd cAn nang dudi 37 kg. O tré 

can nang tir 38 kg dén 50 kg, liéu paracetamol hang ngay khéng duge vuot qua 3 g/ngay. O tré 

nang trén 50 kg, liéu paracetamol hang ngay khong dugc vuot qua 4 g/ngay. 

Tan sudt su dung 

Tan suat ding thudc sé duge xac dinh thy theo cudng dé dau hoac sét. Khong nén ding thuéc 

lap lai trong khoang thoi gian dudi 4 gio. Khong dung qua 4 liéu mdi ngay. 

Déi voi tré, khoang cach gitta cdc lan dung thudc ca ban ngay va ban dém tot nhat 1a 6 gid. 

Tre em bj suy than 

Trong truong hop suy than nang, khoang cach gitta hai liéu it nhat 1a 8 gid. 

Thoi gian diéu tri 

Nén danh gia lai viéc diéu tri néu cae triéu ching dau hoac sét tro nén tram trong hon hoac 

khong cai thién sau 3 ngay su dung thuéc. 

5. CHONG CHI DINH 
- Qua man véi paracetamol hoac véi bat ky thanh phan nao ctia thuéc. 
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- Suy té bao gan. 

- Bénh nhan bi thiéu hut glucose-6-phosphat dehydrogenase 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 
Bénh nhan can duge canh bao vé cae dau hiéu cia phan img trén da nghiém trong nhu héi chimg 

Steven-Jonhson (SJS), hdi chtmg hoai tir da nhiém déc (TEN) hay hoi ching Lyell, hoi chimg 

ngoai ban mu toan than cap tinh (AGEP). 

Triéu chimg cua cac héi ching néu trén duge m6 ta nhu sau: 

- Hi chtmg Steven-Jonhson (SJS): la di ing thuéc thé bong nuéc, bong nuéc khu tri 6 quanh 

cdc héc tu nhién: mat, mii, miéng, tai, b6 phan sinh duc va hau m6én. Ngoai ra cé thé kém sét 

cao, viém phdi, r6i loan chtre nang gan than. Chan doan héi chtmg Steven-Jonhson (SJS) khi cé 

it nhat 2 héc tu nhién bi tén thuong. 

- H6i chtmg hoai tir da nhiém déc (TEN): la thé di img thuéc nang nhat, g6m: 

+ Cac tén thuong da dang 6 da: ban dang soi, ban dang tinh hong nhiét, hong ban hoac cac bong 

nuée bung nhung, cdc t6n thuong nhanh chong lan toa khap ngudi; 

+Tén thuong niém mac mat: viém giac mac, viém két mac mu, loét giac mac. 

+ Tén thuong niém mac dudng tiéu héa: viém miéng, trot niém mac miéng, loét hau, hong thuc 

quan, da day, rudt; 

+ Tén thuong nién mac duong sinh duc, tiét niéu. 

+ Ngoai ra con co cae triéu chimg toan than tram trong nhu sét, xuat huyét dudng tiéu hoa, viém 

phdi, viém cau than, viém gan... ty 1é tit vong cao 15-30%. 

- H6i chimg ngoai ban myn mt toan than cp tinh (AGEP): mun mt vé tring nho phat sinh trén 

nén hong ban lan rong. Tén thuong thudng xuat hién 6 cdc nép gdp nhu nach, ben va mat, sau dé 

c6 thé lan réng toan than. Triéu chimg toan than thudng cé Ia sét, xét nghiém mau bach cau mui 

trung tinh tang cao. 

- Khi phat hién nhimg dau hiéu phat ban trén da dau tién hoac bat ky dau hiéu phan tng qua 
man nao khac, bénh nhan can phai nging str dung thuéc. Ngudi da timg bi cdc phan img trén da 

nghiém trong do paracetamol gay ra thi khong duge ding thudéc tro lai va khi dén kham chita 

bénh can phai thong bao cho nhan vién y té biét vé van dé nay. 

Can than trong khi str dung paracetamol trong trudng hop tré em bi suy than nang. 

Nguy co qua liéu paracetamol cao hon trong trudng hop co bénh ly vé gan. Dé tranh nguy co qua 

liéu, can kiém tra sy hién dién cia paracetamol trong thanh phan cua cdc thuéc ding ding thoi 

khac. 

Néu ligu ding cho tré 14 60 mg/kg/ngay khong cé hiéu qua thi mdi can két hop voi mét thudc ha 

sét khac. 

Khong nén sw dung paracetamol kéo dai. 

Canh bdo lién quan dén ta duoc: 

— Thuée chia sorbitol. Nhitng bénh nhan co van dé di truyén hiém gap vé khéng dung nap 

fructose khéng nén sir dung thuéc nay. Sorbitol cé thé co tac dung nhuan trang nhe. 

— Sunset yellow 85 E 110 cé thé gay di tng. 

— Thuéc c6 chita 4.83% thé tich ethanol (rugu), tue 1a 190,68 mg trong liéu 5 ml, tuong img voi 
4,83 ml bia hoac 2,01 ml vang mdi liéu. Co hai cho bénh nhan bi nghién ruou. Can luu y khi 

ding thuéc cho: phu nf co thai hodc cho con bu, tré em va cac d6i tuong cé nguy co cao nhu 

bénh nhan bi suy gan, hodc déng kinh.. 
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— Thuédc co chita 150 mg propylen glycol trong m6i liéu 5 ml. Néu tré duéi 5 tudi, hdi y kién 

bac si hoac duge si truéc khi cho tré ding thudc, nhat la khi tré duge cho ding cac thudc khac cé 

chita propylen glycol hay alcol. Néu bénh nhan c6 bénh gan hoac than, khong ding thudc nay trir 

khi cd khuyén cdo ctia bac si. Bac si diéu tri c6 thé phai thu hién mét sé xét nghiém trong thoi 

gian bénh nhan ding thudéc nay. 

— Thuéc nay cé chira hon | mmol kali (39 mg) trong mdi liéu 5 ml, nghia 1a vé co ban 1a ‘khong 
chtta kali’. 

— Thuéc nay chira it hon 1 mmol natri (23 mg) trong mdi liéu Sml, nghia 1a vé co ban 1a ‘khong 

chita natri’. 

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 
Thuéc khong khuyén cdo sir dung trén phy nit cé thai va cho con bu. 

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 
Chua c6 bang chimg vé anh hudng ctia thuéc 1én kha nang lai xe, van hanh may moc. 

9, TUONG TAC, TUONG KY CUA THUOC 
Twong tac thudc: 

Téc d6 hap thu ctia paracetamol c6 thé tang lén khi dting cling metoclopramid hoac domperidon 

va giam di khi ding cing cholestyramin va thuéc khang cholinergic. 

Tac dung chéng déng mau cua warfarin va cdc thudc chéng dong mau duéng uéng khac thudc 

loai coumarin c6 thé tang khi dung cing paracetamol hang ngay trong thdi gian dai, do dé lam 

tang nguy co chay mau. Tuy nhién, ligu khong thuong xuyén cua paracetamol khong co tac dung 

dang ké. 

Ruou cé thé lam tang nguy co gay déc cho gan trong truong hop ding qua liéu paracetamol. 

Cac thuéc gay cam img enzym va gay déc cho gan lam tng nguy co tén thuong gan khi dung 

cling paracetamol liéu cao hoac kéo dai. 

Thuéc chong co giat gay cam ing enzym, lam tang qua trinh trao déi chat dan dén tang d6 thanh 

thai cua paracetamol va lam giam néng dé paracetamol trong huyét tuong, tir dé lam giam tac 

dung cia thuée. 

Két hop paracetamol voi salicylat hoac thuéc chéng viém kh6ng steroid trong thoi gian dai va 6 

liéu cao lam tang nguy co tén thuong than. 

Su thay déi trong két qua cua mot sé xét nghiém trong phong thi nghiém: paracetamol cé thé anh 

huéng dén két qua dinh long uric mau duoc xac dinh bang phuong phap acid phosphotungstic 

(gia tri cao gia) va luong dudng trong mau duge xac dinh bang phuong phap oxy hda (gia tri 

thap gia). 

Sy gia tang bilirubin mau, thoi gian prothrombin va hoat tinh cia lactat dehydrogenase va 

transaminase huyét thanh cho thay tén thuong gan do nhiém déc, dac biét @ liéu cao hon 8g 

paracetamol mdi ngay hoac sau khi ding lau dai liéu paracetamol cao hon 3 - 5g paracetamol 

mi ngay. 

Tuong ky thuée: 

Do khong cé cdc nghién ciru vé tinh tuong ky ctia thuéc, khéng tron ln thudc nay véi cdc thudc 

khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR) 
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O liéu khuyén cdo, nhin chung paracetamol duoc dung nap tét. 

Cac trong hop hiém gap vé phan tng qua man nhu: ban d6 da thodng qua, néi mé day, phat ban 

da da duge bao cdo. Phai ngtng str dung thuéc khi xuat hién cac triéu chtmg trén. 

Rat hiém trudng hop gidm tiéu cau, giam bach cau da duoc bao cdo. 

Diéu tri lau dai hode voi liéu cao hon liéu khuyén cao c6 thé gay tén thuong gan hodc than (dac 

trung bénh than do thuéc giam dau). 

Théng bdo ngay cho bac si hogc dugc si nhitng phan ing cé hai gdp phai khi sw dung thuéc. 

11. QUA LIEU VA CACH XU TRi 
Triéu ching 

Trong trudng hop qua liéu, trong 24 gid dau, xuat hién cdc triéu chimg bao gém xanh xao, budn 

nén, non, chan an va dau bung. Liéu cao hon 150 mg paracetamol/kg ding mét lan sé gay tén 

thuong gan nghiém trong. Tén thuong gan co thé xay ra 12-48 gid sau khi uéng phai va biéu 

hién triéu ching sau 2-4 ngay gdm: ha duong huyét, nhiém toan chuyén héa, réi loan nhip tim, 

dong mau ndi mach lan téa. Trong trudng hgp nang, tén thyong gan cé thé tién trién thanh bénh 

ndo, suy nhugc, hon mé va tt vong. Hoai tt éng than cé thé xay ra kém suy than, co lién quan 

hoac khéng lién quan dén nhiém déc gan. 

XW tri 

Cac truéng hop qua liéu paracetamol can phai diéu tri ngay. 

Bénh nhan can nhap vién khan cap va duge theo doi chat ché. Trong truéng hop qua liéu trong 

vong 4 gid, nén rua da day ngay lap tire. Nén dung methionin duong uéng hoac N-acetylcyster 

tiém tinh mach, trong vong 48 gid dau sau khi uéng qua liéu paracetamol. Cac thuéc nay giai 

paracetamol bang cach trung hoa chat chuyén héa paracetamol la chat gay déc cho gan. Can ti A 

hanh diéu tri trigu ching va thuc hién cdc bién phap hé tro phuc hdi cac chire nang quan trong hs 

Nhoém duoc ly: thuéc giam dau va ha sét khac, anilid (bao gdm ca cdc két hop) 
Ma ATC: NO2BE01 

12. BAO QUAN: Bao quan dudi 30°C, 

13. HAN DUNG: 24 thang ké tir ngay san xuat. Str dung trong vong 30 ngay ké tir khi mo nap 

lan dau. 

14. TIEU CHUAN CHAT LUQNG: Tiéu chuan co s6. 

15. QUY CACH DONG GOT: Hép | chai x 100 ml. 

16. CO SO SAN XUAT: 

Replek Farm Ltd. Skopje. 

Dia chi: Kozle 188, 1000 Skopje, Cong hoa Bac Macedonia. 
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