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CONG TY CO PHAN DUGC PHAM VCP 1/6 

MAU NHAN DANG KY 
GEL BOI NGOAI DA BENADYL GEL 

1. Nhan hép 30g: 

@ Composition: Each gram gel contains: 

Diphenhydramine hydrochloride: .... »2,0%(W/W) 

(Tocopheryl acetate, Sodium alsin ‘Geapher and other 

excipients q.s 1g) 

Indications. Contra - Indications, Usage, And other inf tion : 
Please read enclosed leaflet. 

@ Specifications: Manufacturer's. 

@ Storage: in a cool dry place , not more than 30°C, protect from light. 

FOR EXTERNAL USE ONLY 

Keep out of the reach of children. 

Read carefully the instruction before use. 

Address : Thach Loi - Thanh Xuan - Sac Son - Ha Noi 
A Manufactured by: VCP PHARMACEUTICAL J.S.C 

VGP Phone: 0923.655.655 

ff Thuécké don 
Hép 1 tube gel bdi ngoai da 
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@ Thanh phan: Mai 1g gel cé chita: 

Diphenhydramin hydroclorid:... im +«2,0%(KI/KI) 

(Tocopheryl acetat, Natri iveliapesh Gaenpben' a cac ta duge 

khdc viva du 1g) 

@ Chi dinh, Cach ding - Liéu ding, Chéng chi dinh. Cac thong 
tin khae: Xin doc trong té hudng dan sty dung. 

@ Tiéu chuan: TCCs. 
iw Bao quan: Noi khé mat, khdng qua 30°C, tranh anh sang. 

| 

Benadyl Gel 
Gel tri man ngtfa, da chay nang, cén tring dot 

GMP-WHO 

30G 

THUGC DUNG NGOAI 

Dé xa tam tay cua tré em. 

Doc ky hudng dan sti dung trudc khi ding. 

SDK / REG.N®°: 

Sin xuat tai: CONG TY C6 PHAN DUGC PHAM VCP 
YY Bla chi: Thach Léi - Thanh Xuan - Séc Son - Ha NOi 

VeP Dién thoal: 0923.655,655 

5 
Prescription drug Box of 1 tube topical gel 

Benadyl Gel 

4 Treatment for Itch, Sunburn and Insect bites 

GMP-WHO 
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CONG TY CO PHAN DUGC PHAM VCP 

2. Nhan tuyp x 30g: 

MAU NHAN DANG KY 
GEL BOI NGOAI DA BENADYL GEL 

2/6 

S6L6 SX/Batch.N? HDIExpdate 

Thanh phan: Mdi 1g gel chia: 

Diphenhydramin hydroclorid:,.2,096(kl/kl) 

(Tocopheryl acetat, Natri Hyaluronat, 

Camphor va cdc ta duge khac vira du 1g) 

Chi dinh. Chéng chi dinh. Céch ding - 

Ligu diing.Cde théng tin khae : Xin doc 

trong te hudng dan sit dung. 

Dé xa tém tay cla tré em. 

Boc ky huéng dan sif dung true khi 

ding. 

THUOC DUNG NGOAI 

f Thude ké don 

C 
i) 

Composition: Each gram gel contains: 

Diphenhydramine hydrochloride: 2,0%(w/w) 

(Tocopheryl acetate, Sodium Hyaluronate, 

Camphor and other excipients q.s 1g) 

dications. Contra 

And other information : Please read 

enclosed leaflet. 

Keep out of the reach of children. 

Read carefully the instruction before 

use. 

FOR EXTERNAL USE ONLY 

‘Usage. 

ONG Ty CO PHAN DUOC PHAM VCP 
ia Tt ha x 

Hikn thoal: 09: 

GMP-WHO 

Tube gel béingoaida 

Benadyl Gel 

Gel tri man ngtia 

Da chay nang 

Cén tring dét 

CONG TV.C6 PHAN DUOC PHAM Vcr 
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CONG TY CO PHAN DUGC PHAM VCP 

3. Nhan hép 50g: 

MAU NHAN BANG KY 
GEL BOI NGOAI DA BENADYL GEL 

@ Composition: Each gram gel contains: FOR EXTERNAL USE ONLY 

Diphenhydramine hydrochloride: ... 1.2, 0%(W/W) Keep out of the reach of children. 

(Tocophery! acetate, Sodium Hyaluronstia Camphor and other 

excipients q.s 19) 

Indications, Contra- 

Please read enclosed leaflet. 

Specifications: Manufacturer's. 

Storage: in acool dry place , not more than 30°C, protect from light. 

Usage. And other inf ti 

Read carefully the instruction before use. 

Address: Thach Loi- Thanh Xuan - Soc Son -Ha Noi 
lA Manufactured by: VCP PHARMACEUTICAL J.5.C 

veP Phone: 0923.655.655 
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Sf Thudéc ké don 
Hép 1 tube gel béi ngoai da 

Benadyl Gel 

(, Gel tri man ngtia, da chy nang, cén tring dét 
f. 50G 

@ Thanh phan: Méi 1g gel cd chs 

Diphenhydramin hydroclorid:... oe a2, 096(KI/KI) 

(Tecopheryl acetat, Natri Hyalurenat: “Camphor’ a cdc ta duge 

khac vita du 1g) 

HIChi dinh, Cach ding - Liéu ding, Chéng chi dinh. Cac théng 
tin khac: Xin doc trong te hudng dan sif dung. 

W Tiéu chudn: TCCs, 
fg Bao quan: Noi khé mat, khong qua 30°C, tranh anh sang. 

R Prescriptiondrug Box of 1 tube topical gel 

Benadyl Gel 

% Treatment for Itch, Sunburn and Insect bites 50G 

GMP-WHO 

THUOC DUNG NGOAI 
Dé xa tam tay cia tré em. 

Pocky hudng dan strdung truféc khi ding. 

SBK/ REG.N°: 

San xuat tai: CONG TY CO PHAN DUGC PHAM VCP 
lA Bia chi: Thach L6i- Thanh Xuan - Soc Son - Ha NOi 

‘ver Pién thoai: 0923,655.655 

GMP-WHO 

3/6 
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CONG TY CO PHAN DUOC PHAM VCP ai 

MAU NHAN DANG KY 
GEL BOI NGOAI DA BENADYL GEL 

4. Nhan tuyp x 50g: 

SOLOSX/Batch.N° HO/Exp.date 

GMP-WHO 
Thanh phan: Méi 1g gel chifa: R Thudcké don 

Diphenhydramin hydroclorid:..2,0%(kI/kI) Tube gel bai ngoai da 

(Tocopheryl acetat, Natri Hyaluronat, 

Camphor va céc ta duge khae vita i 19) Benadyl Gel 
Chi dinh, Chéng chi din. Cach ding - 
Liéu diing.Cac théng tin khac : Xin doc 

trong ta huéng dan strdung. Gel tri man ngtia 

Dé xa tdm tay ca tré em. 

Doc kp hudng dan si dung trudc khi Da chay nang 

dhng. Cén tring dét 
THUGC DUNG NGOAI 

Composition: Each gram gel contains: 

Diphenhydramine hydrochloride:_2,0%(w/w) 

(Tocapheryl acetate, Sodium Hyaluronate, 

Camphor and other excipients q.s 19) 

Indications. Contra- Indications.Usage. Ménngia © Chay nang Musi dét 

And other information : Please read ie pp / 

enclosed leaflet. » he i=) YI. 

Keep out of the reach of children. CAydéc  Contrting dét Vet cat 

Read carefully the instruction before UEP AHe 

use. 

FOR EXTERNAL USE ONLY 

50G Kiat t 
CONG TY CO PHAN DUGC PHAM VCP 
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CONG TY C6 PHAN DUOC PHAM VCP 

MAU NHAN BANG KY 
GEL BOI NGOAI DA BENADYL GEL 

5 Nhan hép 75g: 

@ Composition: Each gram gel contains: 

Diphenhydramine hydrochloride:....... sassssesseruseeser2j O90(W/W) 

(Tocopheryl acetate, Sodium Hyaluronate, Camphor and other 

excipients q.s 1g) 

@ Indications. Contra - Indications. Usage. And other information: 

Please read enclosed leaflet. 

I Specifications: Manufacturer's. 
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S Thuéc ké don 
Hép 1 tube gel bdi ngoai da 

1 Storage: in a cool dry place , not more than 30°C, protect from light. 

Benadyl Gel 
4 Gel tri man ngtia, da chdy nang, con tring dét 

vePp 

FOR EXTERNAL USE ONLY 

Keep out of the reach of children. 

Read carefully the instruction before use. 

Address : Thach Lai - Thanh Xuan - Soc Son - Ha Noi 
CP Phone: 0923.655.655 

vA Manufactured by: VCP PHARMACEUTICAL J.S.C 

v 

GMP-WHO 

75G 

@ Thanh phan: Mai 1g gel cé chifa: 

Diphenhydramin hydroclorlds cesses renner O%(KUEL) 

(Tocopheryl acetat, Natri Hyaluronat, Camphor va cae ta dude 

khac vifa du 1g) 

Chi dinh, Cach ding - Liéu ding, Chéng chi djnh. Cac thong 

tin khdc : Xin doc trong té huéng dan sti dung. 

@ Tiéu chudn: TCCS. 
w Bao quan: Noi khé mat, khong qua 30°C, tranh anh sang. 

R 
Prescription drug B ox of 1 tube topical gel 

Benadyl Gel 

4 Treatment for Itch, Sunburn and Insect bites 

THUOC DUNGNGOAI 
é xa tam tay cila tré em. 

Doc ky hudng dan sirdung truéc khi ding, 

SDK / REG.N°: 

Bia chi : Thach Léi - Thanh Xuan - S6c Son - Ha NOI 
VA San xuat tai: CONG TY CO PHAN DUQC PHAM VCP 

vce Bien thoal:0923,655.655 

GMP-WHO 

5/6 
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CONGTY C6 PHAN DUOC PHAM VCP 6/6 

MAU NHAN DANG KY 
GEL BOI NGOAI DA BENADYL GEL 

6. Nhan tuyp x 75g; 

i] SOLO SX/Batch.N° HD/Exp.date 

GMP-WHO 
Thanh phan: Mai 1g gel chia: K Thudcké don 
Diphenhydramin hydroclorid:..2,090(kI/K) Tube gel béi ngoai da 

(Tocopheryl acetat, Natri Hyaluronat, 

Camphor va cde té duige khée vita du 19) Benadyl Gel 
Chi dinh. Chéng chi dinh. Cach diing - 

Liéu diing.Cac théng tin khac: Xin doc 

trong te hung dan sti dung. Gel tri man ngtia 

Dé xa tim tay cda tré em. ; 

Doc ky hung din si¢ dung trudc khi Da chay nang 

ding: Cén triing dét 
THUGC DUNG NGOAI 

‘Composition: Each gram gel contains: 

Diphenhydramine hydrochloride: 2,0%(w/w) 

(Tocophery! acetate, Sodium Hyaluronate, 

Camphor and other excipients q.s 1g) 

Indications. Contra-Indications.Usage. 

And other information : Please read 

enclosed leaflet. 

Keep out of the reach of children. 

Read carefully the instruction before 

use. 

FOR EXTERNAL USE ONLY 

GONG TY CO PHAN DUOC PHAM CP 

CONG TV.c6 PH AW DUGG PHAM Ve 

gl 08/11/2024 
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Rx- Thuéc nay chi dung theo don thuéc 

BENADYL GEL 

Gel béi ngoai da 

Doc kf hwéng dan sw dung truéc khi ding 

Dé xa tim tay tré em 

} Thong bdo ngay cho bac si hode dugc si nhitng tac dung khéng mong muon gap phai 

trong qua trinh siz dung thuéc. 

1. THANH PHAN, HAM LUQNG: 1,0 g gel c6 chira: 
Thanh phan duge chat: Diphenhydramin hydroclorid: 2,0% (kI/k1) 

Thanh phan ta duge vira du: 1,0 g. 

(Camphor, tocopheryl acetat, natri hyaluronat, hypromellose, polyoxyl 40 hydrogenated 

castor oil, glycerin, ethanol 96%, propylen glycol, methyl paraben, propyl paraben, acid 

citric, natri citrat, nudc tinh khiét). 

2. MO TA SAN PHAM 
Dang bao ché: Gel bi da. 
Gel trong, déng nhat, khong mau. 

3. CHi DINH, LIEU DUNG - CACH DUNG & CHONG CHi BINH 
3.1. Chi dinh: 

Benadyl Gel lam giam dau va ngita trong cac trudng hgp: 

- Cén tring can. 

- Bong nhe. 

- Chay nang. 

- Kich tng da nho. 

- CAc vét cat, vét xuée nho. 

- Phat ban da do tiép xtc véi cdc loai cAy déc nhy thong xudn déc (poison ivy), soi doc 

(poison oak, poison sumac). 

3.2. Cach ding — liéu ding 
Newoi l6n va tré em trén 2 tudi: Béi thudéc tryc tiép lén ving da bi tén thuong 3- 4 lin/ngay. 

Tré em dudéi 2 tudi: Hdi y kién bac si true khi str dung. 

3.3, Chong chi dinh: 
Nhiing bénh nhén man cam véi bat ky thanh phan nao cia thudc. 
Khong boi lén ving da Ién. 

Khong str dung phéi hop véi cdc san phim khac c6 cing thanh phan, ké ca loai ding duéng 

udng. 

4, CANH BAO VA THAN TRONG KHI DUNG THUOC: 
- Chi ding thudc trén ving da bi bénh. 
- Tranh dé thudc tiép xtc 1én mat va niém mac. 
- Hoi y kién chuyén gia y té trudc khi ding cho ving da bi thiry dau hoae sdi. 

1/3
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- Can ngtmng thudc va tham khao y kién bac si diéu tri néu cdc triéu ching tram trong hon, 

kéo dai trén 7 ngay hodc da khéi nhung tai phat sau vai ngay. 

5, SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: 
Phu nit cé thai: Chua cé thong tin vé sit dung thuéc trén phy nt cé thai. Chi nén ding thudc 

néu loi ich vuot trdi so véi nguy co. 

Phu nit cho con bi: Chua cé thong tin vé str dung thuéc trén phy nt dang cho con bu. Chi 

nén ding thudéc néu loi ich vugt trdi so voi nguy co. 

6. ANH HUONG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC: 
Chua cé bang ching vé anh hudng ctia thuéc lén kha nang lai xe, van hanh may méc 

7. TUONG TAC, TUONG KY CUA THUOC: 
Tuong tac ctia thuéc: Chua cé thong tin. Khéng str dung cdc thuédc khdc trén ving da dang 

digu tri. 
Tuong ky ctia thuéc: Do khong cé cac nghién citu vé tinh tuong ky ctia thude, khéng trén lan 

thudc nay véi cc thuéc khac. 

8. TAC DUNG KHONG MONG MUON CUA THUOC: 
Chua ghi nhan duoc bao cdo vé phan ting cé hai ciia thuéc. Théng bao ngay cho bac s¥ hofie duge 

s¥ nhitng phan tng cé hai gap phai khi str dung thudc. 

9. QUA LIEU VA CACH XU TRI: 
Qua liéu thuéc khang histamin c6 thé gay we ché hodc kich thich than kinh trung wong. Cac 

triéu chitng thong gap nhat 1a suy gidm nhan thitc, r6i loan tam than, co giat, cdc phan tng 

khang muscarinic nhu gian déng tt, nhip tim nhanh, loan nhip nhanh va suy hd hap. Cé thé 

xuat hién kh6 miéng, dé birng mat va cdc triéu ching trén tiéu hoa kém theo. Qué liéu 6 tré 

em cé thé dan dén do gidc, co giat, tham chi tir vong. 
Trudng hop qua liéu do nuét phai diphenhydramin trong vong 1 gid, c6 thé ria ding than 

hoat dé hap phu thuéc. Phuong phap nay cé thé hiéu qua vi chinh tac dung khang cholinergic 

ctia diphenydramin lam cham nhu d6ng duéng tiéu héa nén sé lam cham qué trinh hap thu 

thudc. 

Khong c6 thuéc gidi déc dac hiéu cho ng6 déc diphenhydramin, do do xt tri bang cdc phuong 

phap diéu tri hé tro. 

10. BAC TINH DUOC LUC HOC: 
Nhom duge ly: Giam ngtra, giam dau tai ch. 

Ma ATC: D04AA32. 

Co ché tac dung: Diphenhydramin 1a mt thuéc khang histamin H thé hé thir nhat, thudc nhhom 

din xudt ethanolamin. Diphenhydramin canh tranh véi histamin 6 thu thé histamin H1 va do 

dé ngan can tac dung cua histamin. 

Diphenhydramin duge ding dé béi ngoai da diéu tri chimg ngira va dau do cdc ton thong da. 

11. DAC TINH DUOC DONG HOC: 

Thuédc cé thé hap thu qua da sau khi béi thuéc trén da va hiém c6 tac dung toan than. 

12. QUI CACH DONG GOI: 

2/3 
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H6p 01 tuyp 30g va to huéng dan str dung. 

H6p 01 tuyp 50g va to huéng dan str dung. 
H6p 01 tuyp 75g va to hudng dan sir dung. 

13. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA 
THUOC: 

- Bao quan: Noi khé, nhiét d6 khong qua 30°C, tranh anh sang. 

- Han ding: 36 thang ké tir ngay san xuat. Khong ding qua thoi han ghi trén bao bi. 

- Han ding sau mé nap: 3 thang sau khi mé nap. 

- Tiéu chudn chat long cia thuéc: Tiéu chudn co sé. 

14. NHA SAN XUAT: CONG TY CO PHAN DUOGC PHAM VCP 
VCP Pharmaceutical Joint — Stock Company 

Thach Léi — Thanh Xuan — Sdéc Son — Ha Néi 

Dién thoai: 0243.513.2835 

Ha noi, ngay45 thang 42 nim 2024 
TONG GIAM DOC CONG 7 

if CO PHAN 
DUGC PHA 

TONG GIAM DOC 

os Guin Vin Cuting 
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