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THANH PHAN CONG THUC THUGC

Thanh phan cho 5 m!

= Thanh phan duoc chat: Cyanocabalamin: 1 mg

= Thanh phan 3 duoc: HPMC E4, Glycerol, Natriclord,
Dinatri edetat, Dinatri hydrophosphat. 12 H,0, Natri
dihydrophosphat. 2H 0, Benzalkenium clorid, Acid
hydroclarid, Nuoc tinh khiét vira da Smil

DANG BAG CHE

« Dung dich thuic nho méat trong subt, mau hong,
khong mit, vé khudn, dung trong lo 5ml,

- pH5,0-7,0

CHIDiNH
Caithién didu tél mat, giam lridu ching mai mat
do rdi loan didu tiét mat,

CACH DUNG, LIEU DUNG :

Cach dung:

= Chi dang nho mat.

» Trude khi 3p dung, rita tay ki bing xa pheng dusi vai
nuie chay, Khéng dé dau le cham trye iép vao mét dé
tranh nhiém ban thudc. Sau khi nho mat, khong chep
mét v& nham mat tai 1 lic, Lau sach thuéc duchay ra
bdng gac hoac khan sach. Néu can dong thube rhe
mat khac, hay nha thubc khdc sau it nhdt 5 phat.

« Néuquén | ligu, hay nholiuda quén cang som cang 161
Neéu da dén gan Liéw tigp theo, bo qua liBu da quén va
tiép e nha lieu 1idp theo. Khong nénnhd 2 libu ciing lic.

= N&w vo tinh st dyng nhidu hen lidu theo quy dinh, hay
tham khao y kién béc si hoac duac sy cda ban.

« Khéng ngling st dunq thudce ndy 1 khi c6 yéu ciu
cuabac si.

Ligu ding:

+ Thoong thugng, nho vao mat méi Lan 1-2 giot, 3-5 lan/
ngay.

= Lieu luang ¢ thé duoc digu chinh theo triéu ching
ciangudi bénh.

CHOMNG CHI BINH
Nguoi c6 tign strqua man cam vai bt ky thanh phan
nao cua thuse,

CANH BAD VA THAN TRONG KHI DUNG THUGC

Hay xin ¥ kién bac s hadc dugc sy truee khi st dung

trong cae ruong hap:

'« Cotign =irdiung (phat ban, ngira...) dai véi bt ky loai
thudc nao.

» Deokinh ap trong.

+ Bang mang thai hoac cho con bu.

« Dang st dung b3t ky thude ndo khac (Mat s loai o6 thé
tueng tac am tang cudng hodc lam gidm tac dung coa
thudc}

+ Benzatkenium chloride thuong duoc stz dung nhu mét
chdl hao quén trong cdc san pham nhan khoa va da
dug bao cae hiém khi gay ra viém giac mac domva/
hoac loét giac mac. Benzatkonium chioride cé thé
duoc hap thu va lam mb cac kinh ap trong mém va do
do bénh nhan nén doi dén 10-15 phat sau khi nha
thudc Eskar vita truoe kv deo kinh dp trong. Khéng
néndung Eskar vita khi dang deo kinh 4p tréng.
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Nha san xuat: CONG TY CO PHAN DUOC KHOA

Tru sa chinh: 55 % Nguyén Cong Tra, phuang Pnam Binh HE, quan Hai Ba Trung, Ha Né:
£1a ¢ son xudt: Nha may Duoc phim DKPHARMA - Chinhanh Bac Ninh Cong ty Co phan Duoc Khoa:
Lo HI-1.3, duong D3, khu cang nghiep Qué Vo 2, x3 Ngas X4, huyén Oué V8, tinh Bac Ninh

Email: infoiddkpharmasm
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BT:024.39332607  Fax: 002439728753

Dé xa tam tay tré em
Doc ky huang dan sir dung trude khi dung

CH THUGE NHO MAT
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SU DUNG THUGLE CHO PHU NU CO THAI VA CHB CON BU
Piw i cé thai va dang cho con bi ciin tham khao y kién
bac sy trude khi s dung. Chi ding che phy i c6 tha
hoac c6 kha nang o thai néu loi ich digu tri hon han rar
roc0 thé xayra do dung thutic. Chua c6 dir ligu vé sy bai
tiél ciia Cyanocobalarnin vao sta cla con ngudi.

ANH HUGHG CUA THUOC LEN KHA NANG LAI XE, VAN
HANH MAY MOT

Chua c6 bang chimg vé anh hudng cua thudc [én khi
nang 1ai xe va van hanh may moc & ligu diéu tri va thai
gian diu tri khuyén can. Tuy nhién,nhin mo tam thai
hoac kich tng nhe mat ¢ thé xdy ra sau khinha mdt gay
anh huang dén kha nang lai xe hodc van hanh may mac,
Trong leuong hop nady can doi cho mat tra L lrang thai
binh thuong més tiép tue 13i xe hodc van hah may moc.

TUONG TAC, YUGNG KY CUA THUDE:

Tuang tac:

Chuz ghi nhan duoc bao cdo vi tuong tac cda thude,
Nau ¢an ding thuéc nhé mét khac, hay nho thude khac
sau it nh&t 5 phat.

Tuang ky:
Do chira co cac nghign clu v tinh tuong ky cia thude.

khdng trén fdn thude nay véi cac thufic khac.

TAC DUNG KHONG MONG MUGN CUA THUGC

Ty 18 phan g bat toi coa thudc nay chia duge khao sat

trong cdc cube khao sdt 50 dung thudc. Cac tac dung
khéing mong mudn thudng duge quan sat thdy nhit cia

thude nay la phan ing qua méan vai ty lé chua biet.

Néu quan s3l thay co cac tréu ching cua phan (g qua
man hoac phan tng batloi khac, ngung sirdung thuge -+~
Thang bao ngay cha béc sy hoae dupe sy nhimg
<6 hai gép phai khi s dung thude.

nung
QUA LIEU VA CACH XU TRI

Khong cé diligu vé su dung thudc qua l:bu.f«hé_ﬁé diigs ¢ g;;
qué lidu chi dinh cla thude. Thet SR

Néu vé tinh st dung nhiéu hon liBu theo quy%n?%:héy §"’& B i

tham khéo y kién bac =i hoac duec sy cia ban: ™

QUY CACH DONG 60! N

Hap 01 Lo 5ml e
DIEU KIEN BAD QUAN

Bao quan noi khé mat, o nhigt dg pheng khang qud 30°C,
tranh anh sdng mat troi va denhuynh quang,
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phic

1234 ,-"QLD-CL Ha Néi. ngay 24 thang 04 nam 2024

Kinh gtri: Cong ty c¢6 phan Dugc Khoa

Z0pg ty ¢6 phan Duge Khoa da duoc cip Gidy chimg nhan db diéu kién kinh
_M@ka‘( duge s6 840/DKKDD-BYT (thude loai hinh Co s& sén xuiét thude, nguyt,n
ligu lam thudc) theo Quyét dinh sd 1910/QD-BYT ngay 20/04/2023 cia B Y té va
duge Cuc Quan ly Duoc cap Giéy chirng nhan “Thyc hanh tot san xuét thude,
nguyén liéu lam thudc” s6 534/GCN-QLD theo Quyét dinh sb 534/QP-QLD ngay
14/09/2021 tai dia diém kinh doanh: Nha may duoc pham DKPharma - Chi nhanh
Bic Ninh Cong ty ¢b phan Duoc Khoa (L6 dét 111 - 1.3, Budng D3, Khu cong
nghiép Qué Vo 2, xi Ngoc X4, huyén Qué V3, tinh Bic Ninh), déi véi cac dang _~ 7o
thude sau;

* Thubc san xudt vo tring: Thude dang long thé tich nho (Dung dich thuog;;‘
nhé mat; Hon dich thude nho mit; Dung dich thude nhé miii; Hon dich thuée nhd
miii; Dung dich thube Xit miii; Hon dich thudc xit mai; Dung dich thude nho tal;"‘;'
Hén dich thude nhé tai; Dung dich thuéc xit tai: Hon dich thude Xit tai).

* Xuét xuong thude vo trang.

* Thube khong vé tring: Thude diung ngoai dang 1éng (Dung dich thude nho
miii; Hon dich thuée nho miii; Dung dich thude xit miii; Hdn dich thude xit mii:
Dung dich thudc xit hong); Thude uéng dang long (Dung dich thude uéng; Sird;
Hon dich thube udng).

* Xuat xuong thude khon g vo trung.

* Pong gbi so cap: Tat ca cac dang thude ¢ muc,

* Pong goi thir clp: TAt ca céc dang thude & muc. .

* Kiém tra chét lugng: Vi sinh (D6 vo trung; Giéi han nhiém khudn; Binh
lrong hoat lyc khang sinh bang vi sinh vat); Hoéa hoc / Vat ly. _

Pham vi chirg nhan bao gom ca thudc chira duge chét thude Danh muc thude,
duoc chat thude Danh muc chit cim sir dung trong mot s6 nganh, linh vuc.

Ngay 11/03/2024, Cyc Quan 1y Dugc nhin duge bdo cdo hoat dong - duy tri
ddp img GMP ctia Nha mdy duoc phém DKPharma - Chi nhanh Bic Ninh C ong ty
c6 phan Duge Khoa (Lé dét II - 1.3, Pudng D3, Khu cong nghiép Qué Va 2, xa
Ngoc Xa, huyén Qué V4, tinh Bic Ninh).

Can cr cac quy dinh hién hanh, Nha may duoc pham DKPharma - Chi nhanh
Bic Ninh Cong ty ¢ phin Duoce Khoa duge tiép tuc cac hoat dong cua co SO sdn
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xuit thude, nguyén lidu 1am thude theo pham vi tai Giéy ching nhan du didu kién
kinh doanh dugc sé 840/DKKDD-BYT néu trén, cho dén khi ¢6 két qua danh gia
dinh ky viéc duy tri dap ing GMP.

Trong qua trinh hoat dong san xudt thude, nguyén lidu lam thude, Cong ty
phai dam bao duy tri vi¢c dap ‘ng GMP.

Cuc Quan ly Duoc thong bao dé Cong ty biét va thuc hién./.

Noi nhin: KT.CUC TRUONG
- Nhu trén; 3 CTIC i
- Cuc truong Vi Tuan Cuong (dé b/¢); & £ MPHO CUC TRUONG

-Phong Ding k¥ thude — Cuc QLD (dé phdi hop);
- Lt VTG
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