BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM

MINISTRY OF HEALTH - - SOCIALIST REPUBLIC OF VIETNAM .
CUC QUAN LY DUQC Doc l4p - Ty do - Hanh phiie
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Gidg Va - Ha Not - Vist Nam
Tal: 84.4.37386433/38434413 - Fax: 34.433234758
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MARKETING AUTHORIZATION

Tén thudc : Vigahom

Name of Drug:

Thanh phan chinh, ham lwvong Mox éng 10 mi chira: S&t gluconat dihydrat (twong

Actlive Ingredients, Strength: dwong 50 mg sét) 43168 mg; Mangan gluconat
dihydrat (twvong dwong mangan 1,33 mg) 11,65 mg;
Déng gluconat (tu'dng ducng v&i déng 0,7mg) 5mg

Qui cach déng géi, bao ché : Hép 10 éng, 20 6ng, 30 ong, 50 éng x 10 ml: Dung dich

Packing Size, Dosage form: Uéng ;

Tiéu chuan chéat lwong +2=TCCS

Quality Specification:

Han dung ;- 36 thang

Shelf- lifz:

$6 gidy phép lwu hanh san phim (SPK): VD-28678-18

Martkeling Authorization Number: 3

S6 quyét dinh . 28/QD-QLD Ngay cap: 08/01/2018

Approval Decision Nunmer Date of Issuance!

Hiéu lirc clia gidy phép Iwu hanh san pham: c6 gia tri 05 nam ké tir ngay cap
Expiration Date of this Marketing Authorization: ;

Tén co s& dang Ky :  Cdng ty c6 phdn Dwoyec pham Phwong Béng

Name of Marketing Authorization Hofdef : ;)
Dia chi = . Lo7, duong $02, KCN. Tan Tao, P. Tan Tao A, Q Binh
Address. Tan, TP. H6 Chi Minh - Viét Nam

Tén co s& san xuét :  Cdng ty c6 phan Dwoc phdm Phwong Dong

Namsg of Manufacturer: '

Bia chi 24207 du@ng $6 2, KCN. Tan Tao, P. Tan Tao A, Q. Binh |

Address: Téan, TP. HOo Chi Minh - Viét Nam
Tén co so dong goi 2

Name of Assembler

Bia chi

Acddress:

Ha Noi, ngay 08 thang 01 nam 2018,

KT.CUC TRWONG CUC QUAN LY DUGC -
FOR GENERAL- D!RECTOR OF THE DRUG ADMINISTRATION 0F VéETNA'ﬂl (e :

PHO CUC TRUONG

DEPUTY GE‘HERAL DIRECTOR

Ghi ch: (Note)

1- Gidy phep lu hanh san phém nay dugc cap theo ding hd 9,
dang ky thudc da dwgc BG Y té phé duyét.

This markeling authorization has been issued in accordsnce with the dossi ejl?
approved by the Vietnam wmsfqr of Health. ;‘
2- Bét el sy thay dbi n2o va ndi dung cia gidy phép pha: duofcs :
Cuc Quén Iy diroc - Bd Y t8 xac nhan.

.-}-

 NGUYEN TAT DAT it M/C

Any varialions of the contenls of the markeling authorization are requirsd to be
adopted by the Drug Administration of Vietnam.
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“c‘“ BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
o CUC QUAN LY DUQC Poc 1dp - Ty do - Hanh phiic
S6: 181 /QDB-QLD Ha Néi, ngay 21 thdng 03 ndm 2024
QUYET PINH

V& viéc ban hanh Danh muc 881 thudc san xuét trong nuée
dwgce gia han giay ding ky luu hanh tai Viét Nam - Dot 193

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Ludt Dirge sd 105/2016/QH13 ngay 06/4/2016,
Cédn cir Nghj dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phii quy dinh
chirc ndng, nhiém vu, quyen han vé co cdu t6 chirc ctia B Y 1é;

Can cir Quyét dinh so 1 969/QB BYT ngay 26/4/2023 ciia Bo tr wong Bo Y té quy
dinh chirc ndng, nhiém v, quyén han vé co cdu té chire ciia Cuc Quan Iy Diege thudc
BéY te,

Cdn eir Thong tie s6 08/2022/TT-BYT ngay 05/09/2022 ciia B triedng Bo ¥ té
quy dinh viéc ddng ky luwu hanh thuéc, nguyén liéu lam thuéce;

Céin cit két ludn cua Hoi dong tir van cdp gray déing ky hew hanh thube, nguyén
lidu lam thuée - Bé Y té dot 193 tai Cong vin sé 15/HDTV-VPHD ngay 19/02/2024
cia Viin phong Héi déng tie vin cdp GPDKLH thude, nguyén liéu lam thuéc,

Theo dé nghi ciia Trirong phong Pdng ky thuéc, Cuc Quan 1y Dirgre.

QUYET DPINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 881 thube san xudt trong
nude duoe gia han gidy dang ky luu hanh tai Viét Nam - Dot 193, cu the

1. Danh muc 595 thudc san xudt trong nudc duge gia han gidy dang ky luu
hanh hiéu lwe 05 nam (Phu luc I kém theo).

2. Danh muyc 285 thudc san xuét trong nude duoc gia han gidy dang ky lwu
hanh hiéu luc 03 nam (Phu luc I kém theo).

3. Danh muc 01 thudc san xuét trong nuée duwge gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Diu 2. Co so san xuét va co sé ding ky thude c6 trach nhiém:

1. San xuét thube theo dung cac 116 s0, tai lidu da dang ky voi Bd Y té va phai
in sb dang ky duge Bo Y te Viét Nam cép 1én nhan thude.

2. Chi duoc san xudt, dwa ra luu hanh cac thude kiém soat dic biét khi cé Gidy
chirg nhan du didu kién kinh doanh duge pham vi kinh doanh thubc phai kiém sodt
dac biét phu hop voi pham vi hoat dong cua co s¢ dap tmg quy dinh tai khoan 5 biéu
143 Nghl dinh sd 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
s0 didu va bién phép thi hanh Luit Dugc.

3. Tlurc hién viéc cdp nhét tiéu chudn chét lugng cua thude theo quy dinh tai
Thong tu s& 11/2018/TT-BYT ngay 04/5/2018 cta B truong B Y té quy dinh vé
chét lugng thudc, nguyén liéu lam thude.

4. Thube duoc gia han gidy dang ky lwu hanh tai Quyét dinh ‘nay nhung chua
ndp hd so cip nhét ndi dung nhin thude, to huéng dan st dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truwong Bo Y té thi phai thyc
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hién cép nhét theo quy dinh tai diém b Khoan 1 Bleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han Glay dang ky luu hanh.

5. Sau 12 thang ké tix ngay ky ban hanh Quyét dinh nay, cac thude duge gia han
glay dang ky luu hanh theo Quyet dinh nay co thay dbi vé noi dung hanh chinh (bao
gbm ¢4 mau nhin va t& huéng dan st dung thudc) phai san xuét va luu hanh véi céc
noi dung da dugce phé duyét thay doi trong hd so gia han.

6. Co s déng ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hi¢u lyc cla gidy dang ky luu hanh thudc, nguyén lidu lam thude. Trong trwdng hop
khong con dép tmg du diéu kién hoat dong, co s& dédng ky phai co trach nhiém thue
hién thay dbi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

7. Co s& san xut thude phai bao dam céc didu kién hoat dong cta co s& san
xudt trong thoi han higu lue cua gidy dang ky luu hanh thubc, nguyén li¢u lam thubc.

8. Céc thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc st dung so dang ky da cép trude khi gia han trong thoi han tdi da 12 thang ké tir
ngay duoc cap so diang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu so 08/2022/TT-BYT.

9. Phéi hop véi cac co s& didu tri dé thuc hién theo diing cac quy dinh hién
hanh v& thude ké don, theo doi an toan, hiéu qua, tac dung khéng mong mudn cua
thude trén nguoi Viét Nam va tong hgp, bao cdo theo quy dinh tai Piéu 5 T hong tu sb
08/2022/TT-BYT dbi véi cac thude trong Phy luc II ban hanh kém theo Quyét dinh
nay.

Didu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Gidm ddc So Y té céc tinh, thanh phd truc thude Trung wong va Gidm
dbc co s& san xuét va co so dang ky co thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
Noi nhin: ___CUC TRUONG
- Nhu Bidu 4 ‘ o RSN
- BT. Dao Hong Lan (d¢ b/c);

i

NEN
T\
y

-TT. P& Xuan Tuyén (de ble); iy ,f,‘,\ P N (/L/VL//’% B
- Cuc Quany - By Quédc phong, Cuc Y té - Bd Cong an; \ \ o X'Zf'—‘,:n’ i
-Cuc Y t& GTVT - B9 Giao thong vén tai; \ \\5”- ge Ju ——

- Téng Cuc Hai quan - B Tai chinh; N A

- Bao hiém x4 hoi Viét Nam; Nt

-B§ Y t&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra V“ Tuén Cudng

B&, Vin phong HDTV cdp GPKLH thude, NLLT;

- Vién KN thudc TU, Vign KN thude TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vlen ¢é giurdng bénh trire thude Bo Y té;
- Trung tdm mua sam tép trung thude quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;

- Luu: VT, BKT (C.H) (02b).



TAI VIET NAM HIEU LUC 03 NAM - PQT 193

(Kém theo Quyét dinh sé6 181 /OP-QLD ngay 21 thang 03 nam 2024

Phy lue II
DANH MUC 285 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY DANG KY LUU HANH

cua Cye Qudan Iy Diege)

STT Tén thube Hoat chit chinh - | Dang bao | Quy cAch déng géi| Tiéu Tudi S6 aing ky | So lan
Ham lugng ché chudn | tho gia han gia han
(thing)| (S6 diing ky
da cip)
[0} 2) 3) ) ) © | ™ ®) )

1. Co sir diing ky: Cong ty cb phin DTS Viét Nam (Dia chi: S6 18, t 51, phuong Quan Hoa, quan Cau Gidy, thanh phd Ha
Noi, Viét Nam)
1.1. Co s& san xuét: Cong ty cd phian duge phAm Nam Ha (Bia chi: S6 415 Han Thuyén, phudng Vi Xuyén, TP. Nam
Binh, tinh Nam Dinh, Viét Nam)

1 |Ubiheal 200 Alpha lipoic acid Vién nang |Hdp 5 vix 6 vién; NSX 36 | 893110195924 1
(thioctic acid) 200mg |mém Hop 10 vi x 6 vién, (VD-26669-17)
vi nhom - PVC
2 |Ubiheal 300 Acid thioctic 300mg |[Viénnén  |Hop 3 vix 10 vién; [ USP 36 893110196024 1
bao phim  |Hop 6 vi x 10 vién, | hién (VD-27692-17)
vi Alu-Alu hanh

2. Co sir ding ky: Cong ty ¢o phin dwge pham Nam Ha (Dia chi: $6 415 dudng Han Thuyén, phudng Vi Xuyén, Thanh pho
Nam Binh, Tinh Nam Dinh, Viét Nam)
2.1. Co s& san xuéit: Cong ty cd phin dwge phim Nam Ha (Bia chi: S6 415 dudng Han Thuyén, phudng Vi Xuyén, Thanh
phd Nam Binh, Tinh Nam Dinh, Viét Nam)

3

Aceffex

Vitamin A (Retinol
palmitat) 3001U;
Vitamin D3
(Cholecalciferol)
50IU; Vitamin B1
(Thiamin
hydroclorid) 3mg;
Vitamin B2
(Riboflavin) 3mg;
Vitamin PP
(Nicotinamid) 10mg;
Vitamin B6
(Pyridoxin
hydroclorid) 3mg;
Vitamin B12
(Cyanocobalamin)
Spg (meg); Sat
sulfat 16,5mg; Calci
glycerophosphat
5mg; Magnesi
gluconat 5Smg;
Lysine HCI 25mg

Vién nang
mém

Hop 12 vi x 5 vién;
Hép 10 vi x 10 vién

NSX

30

893100196124
(VD-17472-12)

Ausginin

L-Ornithine L-
Aspartate 500mg

Vién nang
cling

Hop 3 vi x 10 vién;
Hop 6 vi x 10 vién

NSX

30

893110196224
(VD-27955-17)
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STT Tén thude Hoat chiit chinh - | Dang bao | Quy cich déong géi| Tigu Tubi S6 ding ky | S6 lin
Ham lugng ché chuin | tho gia han gia han
(thing) | (S6 ding ky
di cip)
(1) ) @) (4) 3) ©® | ™ (8) ©)
115 |Vitamin - 3B Thiamin mononitrat |Viénnang |Hdp 10 vix 10 vién | NSX 36 | 893100207324 1
(Vitamin B1) mém (VD-30429-18)

100mg; Pyridoxin
HCI (Vitamin B6)
200mg;
Cyanocobalamin
(Vitamin B12)
200pg (meg)

25. Co s& diing ky: Cong ty ¢d phan Duge phdm Minh Dan (Dja chi: Lo E2, dudng N4, KCN Hoa X4, phudng Loc Hoa,
thanh phé Nam Dinh, Nam Binh, Viét Nam)
25.1. Co sé san xuiit: Cong ty ¢b phin Dugc phdm Minh Dan (Dja chi: L6 N8 - Dudng N5 - KCN Hoa X4 - Phudng My
X4 - thanh phd Nam Binh - Tinh Nam Binh - Viét Nam)

116 |Cephalothin 2g [Cephalothin (dudi Thude bot | Hop 01 lg, lo thuy NSX 36 893110207424 1
dang cephalothin phatiém |tinh loai dung tich (VD-26188-17)
natri) 2g 20ml
117 [Senitram 0,5¢  |Ampicilin (dudi Thudc bdt |Hop 1 lg, loai dung | NSX 36 893110207524 1
0,25¢g dang Ampicilin phatiém  [tich 20ml; Hop 10 (VD-26910-17)
natri) 0,5g; lg, loai dung tich

Sulbactam (du6i
dang Sulbactam
natri) 0,25g

20ml

26. Co sé diing ky: Cong ty cb phén duge phim Phuong Pong (Pia chi: Lo s6 07, dudng sb 2, Khu cong nghiép Tén Tao,
Phudng Tan Tao A, Quan Binh Tén, Thanh phé Hé Chi Minh, Viét Nam)
26.1. Co' sé siin xudit: Cong ty ¢d phin duge phim Phwong Dong (Dia chi: Ld s6 07, dudng s 2, Khu cong nghiép Tan
Tao, Phudng Tén Tao A, Quén Binh Tan, Thanh phé Ho Chi Minh, Viét Nam)

118

Dasoltac 400

Mbi 6ng 8ml chiia:
Piracetam 400mg

Dung dich
uong

Hop 12 éng x 8ml,
Hop 24 6ng x 8ml,
Hop 36 dng x $ml,
Hop 48 éng x 8ml,
mang PVC PE

NSX

36

893110207624
(VD-25760-16)

119

Kitno

Calci carbonat
(tuong duong
250mg Calci) 625mg

Vién nén
nhai

Hép 3 vix 10 vién,
Hop 5 vix 10 vién,
Héop 6 vix 10 vién,
Hop 10 vix 10
vién, vi nhom/PVC;
Chai 30 vién, Chai
60 vién, Chai 100
vién, chai nhya
HDPE

NSX

893100207724
(VD-27984-17)

Vigahom

Mobi dng 10ml dung
dich chira: Sét
gluconat dihydrat
431,68mg tuong
duong Sét 50mg;
Mangan gluconat
dihydrat 11,65mg
tuong duong
Mangan 1,33mg;
Pdng gluconat Smg
twong duong Pong
0,7mg

Dung dich
uong

Hop 10 éng x 10ml;
Hop 20 6ng x 10ml;
Hop 30 ng x 10ml;
Hop 50 éng x 10ml

NSX

36

893100207824
(VD-28678-18)
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WHO - GMP, GLP, GSP

CONG TY CO PHAN DUGC PHAM

PHUOGNG PONG

L6 7, Buding 2, KCN Tan Tao, P.Tan Tao A, Q. Binh Tan, TP.HCM.

DT: (028) 37540724, (028) 37540725; FAX: (028) 37505807.
Website: orientpharma.vn
Email: info@orientpharma.vn

PHIEU KIEM NGHIEM THANH PHAM

S6: PKN / TP 436027

Tén thanh pham: VIGAHOM Ma thanh pham: TP 360
S8 16 SX: 27
Ngay SX: 14/ 09/ 2024 Han diing: 14/ 09/ 2027
Noi lay mau: Péng goi
Ngudi 1ay mau: Dung
Tiéu chudn ap dung: TCCS
STT | Chi tiéu Tiéu chudn chét lugng K&t qua
1. | Tinh chat Dung dich udng mau nau den, ¢ vi ngot ,mui trai cay Plng
2. | Binh tinh Pt\‘at fso phép thuldlr}h tmhﬁcua Sat,Mangan,Péng so Bling
vdi ham lugng ghi trén nhan.
3. | Thé tich 10 ml + 10% Dat
af 2 2. t - s - Y . « 2 -
4 B3 tFoiig Ché p‘ham phai r’ong, khoEg c6 cdn va cac tiéu phan Pat
la, khdng dudc c¢d vang moc
5. | pH 4,0-6,0 Dat
. 6. | TV trong T 1,02-1,2 Pat
Ché& pham phai chia ti1 90,0 — 125,0% Dat
o Sit
~7. | Binh lugng ¢ Mangan (112,58%)
: « Ding (108,87%)
So véi ham ludng ghi trén nhan. + (112,35%)
2 Giéi han chat bao Trong méi éng10ml ché pham c6 chita 80,0% -120,0% Pat
" | quan Natri benzoat so véi ham Iugng ghi trong cdng thirc.
9. | D6 nhiém khudn Dat yéu cau muc 4 phy lyc 13.6, DBVN IV Pat
Nhan xét: Ché& pham dat yéu ciu theo TCCS
‘K&t luan: Xuét xudng
PB — BM 084 LAn ban hanh: 01  Ngay hiéu lyc: 05.01.2009 Trang:1/1
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HUONG DAN SUDUNG THUOC CHO NGUOI BINH
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Tén san phdm: VIGAHOM
Dgc & litedug din sic dung triede khi ding
Dé xa tim tay tré em
Thing bie ngay cho hie sy hode duge sy ahiing tde diyng khdng mong ntdn giip pldi ki ste dung thude
Thanh ]m:‘m, I lugng ciia thude:
~ St gluconal dIYAral e 431,68 my
Tuaong duang St 50 mg
— Mangan gluconat dihydrat..
Tuong duong Mangan 1,33 mg
— DO ZIUICONA cecrerrrrrecrressarirasrnsseresssessssesssersssiessd T2
Tuong dwong Bdng 0,7 mg
— T4 dhere: Glycerin, Glucose, Sucralose, Acid citrie khan, Nati citeat, Natri benzoat, Xanthan gum, Mau caramen, Huong
tulti fratti, Pudng RE, Nuge tinh khiét,

L L6 mg

. Mé t san phim: Dung dich udng 6 mau ndu den, 6 vi ngot, mai trdi cdy.

Quy cdech dong goi :

~ Mdidng 10 ml, hop 10 dng, hap 20 éng, hop 30 dng va hop 50 dng

Thufie diing cho binh gi?
Thiéu mau do thidu sét

~ Didu tej dy phdng thiéu sit cho nhimg nguei ¢6 nguy co cao thidu sit: Dy phbn" thid
thidu nien, tré em con bi >mh thleu thing, tré sinh doi hoge ¢ me bj thidu chdt sdt, &
khong du <!am bao cung mp chat sit

Nén dimg thuée nity nhw li;s. o vh !wu lwgng? ‘“ O “\“i“ W\ o

— Thude duge hdp thu 8t hon néu udng vao lie doi, nhung thude e6 kha ning kich tng thémzl};gw ch d"t} aén thuunv uéng
thude trude khi dn | gitr hode sau khi dn 2 giv. Udng thude véi it nhdt nita cde nude.

~ Lidudiduwi:
Noudi [on 2 100 mg dén 200 mg chidt sit rong duong 2 - < dng/ ngay chia lam nhicu ldn
Tré em trén | théng tudi: 3 mg dén 6 mg s.il an)u\ 1/ ke mdi ngay chia lim 3 lin
Phy nit dang mang thai: 30 m chdt sit (1 éng) mdi ngdy trong sudt 2 quy cudi ctia thai ky (hode bt dau tir thang thit ur cta
thai ky)
Phuy nir dang cho con bi: 30 mg chét sit (1 dng) mdi ngdy

— Thai gian didu tri :
Thoi gian phai du dé dicu chinh sy thidu mdu va phye hoi véi nguon dy tri chil sit : nguds 16n khodng 600 mg & phy nir vi
1200 mg & nam gidi
Thidu mau do thidu sit: 3 dén 6 ngdy tiy theo mie d§ hao hyt ngudn die teir, ¢6 thé lau hon néu nguyén al
khaong duege Kiém sodt.

— Hiéu qtm didu tri chi ¢6 dugre sau 3 thing didu tr, dua trén sy didu chinh duge tinh trang thidu mau (Hb, 1
lwgng sit dye teie (Sat trong huyét thanh va dg bao hoa transfercin)

IKhi ndo khong nén dimg (e nay?

_t,l at s&l r;lplm- i w ﬂml tré em vl
ran 'uon lfll g cnp Lhut swL tr thite dn

V) varphue hoi

Thidu mdu khong do thiéu sit

Qui lai chdt sit

— Bénh Thelassémie

Thidu mau do suy tay

Lodt dg diy (d trang cdp tinh

M cdm voi bit otr thih phin ndo ciia thude.

Tde dyng khong mong mudn:

~ Khong thudng xuyén: Mt sé phan (g phy & dudng tiéu hoa nhwe dau byung, budn ndn, non, tdo bon, phan den, rang den.
Trong mat s& tredng hop ¢6 thé thiy noi ban da,

Da thiy thong bio ¢6 nguy cu ung thu lign quan dén dye trir qué thira sdt,

1

Thong hio cho hie sinhiong tie dung khong mong mudn gdp phai khi si dung thude.,

Nén trdnh dimg nhivng thude hode thare phiim gl khi dang s dyng thuie nay?
K /mng nén phm hap :

— Ché phdm sdt (dang mudi ; duwdmg tiém) : xiu, thim chi sde do giai phong nhanh sit i dang phite hop v do bilo hoa
sidérophiline.
Thein trong khi p!rri'i hup :

- Ciprofloxacin: ?fll lam gidm sinh kha dyung cia uproﬂo\m.m ding cic thude ndy cdch xa nhau trén 2 gicr,

— Cyclin (dudmg udng), Diphosphonat (duimg udng : s sit lam giam hdp thu cta cde thude ndy & dudng tidu hoa. cdn dimg céc
thude nay cdch xa nhau trén 2 gitr,

— Mudi, oxyd, hydroxyd cta Mg, Al vi Ca (bao phtt niém mae dg diy — mot) lam gidm hdp thu dudng tidu héa cia mudi sil.
Dimg cde thude nay cdch xa nhau 2 gio.

dn gdy thieu mguw”




10. Cin lam o1 khi mijt lAn 1|ut"n khing dimg thude?
- E\hon;? nén ding lidu gdp doi dé bit cho mgt fidu ling quén. Néu ban quén udng mot fidu hity udng ngay khi nho ra va sau 6 udng
licu tiép theo vio ding thiri didm.
~ Tham kivto ¥ kién bée si.
11, Clin bdo quin thude vy nhu thé nio?
— Noi kho, nhigt do diedi 30°C, tednh dnh sing.
12. Nhitng dfu higu va rigu clu’rng khi dimg thude qui lidu:
~ (6 thé giy dau bung cdp, rdi logn tiéu hoa nine budn nén, non, tidu chay kém ra méu, mdt nude, nhidm acid va sde kém ngii
¢d, Lic ndy c6 thé ¢d mdt giai dogn wrong nhue dd binh phye, khéng €6 trigu chitng gi, nhung sau khodng 6 - 24 gid, cde trigu
thllll’ i xudt hién trr li véi cde bénh dong mdu vat tray tim mach (suy tim do !l'lll'ut!i, (0 cor tim). Mot ::n buu hign nhur :
$S1 cao, giam elucose huyét, nhidm doc gan, suy thin, con co gigt v hon mé. Dé ¢6 nguy co thang rugt néu ung lidu cao.
Trong giai dogn hdi phyc ¢6 thé e xo gan, hep mon vi. Cling ¢6 thé b nhi¢m kKhudn huyét do Yersinia enterocolica.
13, CAn phai tam gi khi ding thude qud lidu klmyul cito:
— Phdi ngime dimg thude ngay khi thdy ¢6 ddu higu qua lidu
— Trude tién rita da ddy ngay bang sia (hoge dung dich carbonat) Néu co thé, dinh lwgng sit — huyét thanh. Sau khi rira sach
da ddy, bom dung dich deferoxamin {5 - 10 g g deferoxamin hoa tan trong 50 — 100 ml nucc) vio da ddy qua éng thdng.
Trong trubng, hgp lugng sil diing trén 60 my]\o thé trong, hode khi ¢6 trigu chimg ndug, d'tll ticn plm cho deferoxamin tiém
tinh mgeh. Ligu tiém !ruyo.n tinh mach 15 me/kg/aio dén khi h:.l trigu chimg va tGi khi ndng d§ Fe' huyét thanh gidm dudi
mdte 60 micromol/lit. Cin thiét ¢6 thé dimg lidu eao hon, Néu ¢dn ndng cao huyét dp, nén ding dopamin. Thim dmh néu ¢6
suy thin. Didu chinh cdn bing acid base va di¢n giai, dong thi bl nude.
14, Nhivng didu cdn thin trong ki dimg thudc niy:
— Udng nhi¢u trd s¢ giam bdp thu chdt sét.
—~ Thén trong trong trudmg hgp bénh nhan bi tiéu duding vi méi dng e6 chita 2g dudng
— Bé trdnh kha nang ring bi nhudm den (st tye khoi sau do), khdng ngdm lau dung dich thude trong migng.
Trong thude ¢é chita t diee:
~ Glucose, sucralose, dutmg RE: khong ste dyng cho beénh nhin khang dung nap tructose, kém hip thu glucose-galactose hoge
thicu sucrase-isomaltase.
— Phy i eo thai: St dung duge cho phy nie mang thai. e
— Pl nie cho con bii: ST dyung duge cho phy nir dang cho con b A /
~ T u’rmq i n’mm khi vin hanh méy mée va lai téu xe: Thude kKhong anh huéng dén kha ndng 1i xe i vi fl_lmnn{nd\' mac.
15, Khi ndo edn tham viin bie sy, dwgesi
— Thong bio cho bie 5§ nhime tée dyng khong mong mudn gip phai khi st dung thude.
Néu cdn thém thong tin xin hoi y kidn bac 57 hoge dhase sy
16. Han ding : 36 thiing ké tir ug.‘t) sdn xudt

17, Ténfbidn trgng eia nhi sin s nhip khiu feha sé hiin Lm\' phép ding ky sin ph.’tm. i
Sty CONGTY C c 6 PHAN pudc PHAN PHUGHG DONG r:i-"
i} Faln Lo 7, dweng 2, K cang nghidp Tan Tao, O Binh Tan, TF HGM 7

PHUONG []BHG 0T 0337540724 - 03.3 £.540 V25 Fax  08.3 7.505007

18, Ngdy xem x6t siva dii, eip nhit lai ndi dung lrdng din st dung thurde:
CONG T Y Cr I)ll()(' PHAM PHUONG DONG

R

NGUYEN VAN MO




HUONG DAN SU DUNG THUOC CHO CAN BO Y TT:

VIGAHOM

Dung dich uong
Cong thive !
Mai 10 ml dung dich chita :

- it gluconat dilydrat ... 431.68 myg
Tuwong dwong Sit 50 mg

- Mangan gluconat diliydrat........... L1653 mg
Tuong dwong Mangan 1,33 mg

= DONE glUCONAL .overrcevererrsscersesnssenenaesnns 3 MY
Twong duong Don" () Tmg

T4 dhagre: Glyeerin, Glucose, Sueralose, Acid citric khan, Natri citrat, Natri benzoat, Xanthan- uum, \fhm caramen, Huong tutti

frutti, Budmg RE, Nude tinh khiét. I R
Duge lye hoe : 7\ 7i o \ A
Siit can thigt cho co thé dé tdng hgp heme, mot phan cta hemoglobin, myoglobin va ¢ag M'xl {)mtun }\mu ‘lrunp co the. St
tham g yd trong ¢de qud trinh oxy hoa-khir. L\ DUt ;
l'huu sét 1& nguycn nlmn dul véu giy llneu 1rnu do dinh duuns, ula ngrm \.'uuvm nh‘i, !hn;tg Sl lhuu an thidu sit,

Pdng vi mangan 1 1Ennh p[m; quan lrong, ctia nhidu h¢ lhonu men Emug g thc du:w thoi cling tham gia trong cde qud trinh
oxy héa-khit. Thidu ddng c6 thé anh huedng, téi sy hilp thu cia st va sy giai phéng sat tir 1é bao uGi ngi mé,

Manuan 4 mt nguyén lo cin thidt eho xuong, da, ddy ching, ehitc nang cia insulin, ddng thoi cing 1 tée nhan hogt héa clia
mot s8 eNZY I, mml;;m chn thidt cho quit teinh phét trién binh thudmg ctia ngudi va ¢d vai ted trong lonu hgp cholesterol (mgt
thanh plmn ctia nhicu hormon) va san xudt tinh tring.

Duwge ding Iu,)c 4
Sit: mudi sit it duge hdp thu khi udng (10% dén 20% lugng udng vio). Miee hap thu ting 1én khi lugng st dye tede bi gidm.
Noi hap thu chit yéu & td trdng v hong trang. Co ché ciia sit xdm nhdp vao té bio niém mac cia dudng tiéw hoa trén hign nay
chua dugm bidt.

Déng: Xdp i 50% luony ddng udng vio duge hdp thu 1gi dg diy. Bdng duge bién ddi hoan toan trong miu bing vich gin
véi alimmm liép theo gin vai m@t protein dic bigt ela ddng (Lerulaplmnun) Déng dugre tich Ty trong gan va Wy xuong
dudi dang metallothionein.

Binh thuéme, ddng duge bai xuit qua mdt, noi déng mot vai ted quan trong trong sir hdng dinh ni mai cia ddng.
Mangan: duge Imp thu tie rudt non v duge chuye én qua mdu, gnn v mgt fi-glabulin, !ranmldnvamn Mangon duge bai xuit
qua mdt va qua thanh redt. ngayen 16 ndy con duge bai xudt trong dieh wy. Mot legng rit nho bai xudt qua nuge lidu.

Trinh bay :
MGi dng 10 ml, hap 10 dng, hap 20 dng. hip 30 dng va hgp 50 dng,

Chidinl:
Thidu miu do thidu sit
Bidu trf dir phong thidu sit cho nhitg ngudi ¢6 nguy ca cao thidu sdt: Dy phong thiéu Liml sit & phy nir ¢d thai. tré em va
thidu nién, tré em cdn bit sinh thidu thing, teé sinh doi hode ¢6 mg bi thidu chdt sit, khi nguon cung cip chit sit tir thire in
khong di dim bao cung cip chat sit

Litu lwgug v eich (h‘mg :
Ti:um duge hdp thu 16t hon néu udng vio lie doi, numg thude c6 kha ndng kich (mg niém mae da ddy, néa thudng udng
thude trude khi dn | 2id hodie sau khi dn 2 gits. Udng thude voi it nhdt nia cde nude.
Lidu didu tr :
Ngudi [6n : 100 mg dén 200 mg chdt st twong duwong 2 - 4 dng/ ngay chia lam nhigu o

Tré em teén | thang tadi: 3 me dén 6 mg sit nguyén 1/ ke mdi ngdy chia lim 3 lin \(,-\
Phy nir dang mang thai: 50 mg chdt sit (1 Sne) mdi ngdy trong sudt 2 quy cudi cia thai ky (hdde Bisdau tie thang thic e eta
thai k¥)
Phu nic dang cho con bii: 50 mg chat sit (1 6ng) mdi ngay
Thsi gian didu te :
Thsi gian phai di dé didu chinh sy thidu méu va phye hoi voi ngudn dy teir ehdt sit : ngusi 6u khodng 600 mg & phu ni va
1200 mg ¢ nam gidi
Thidu méu do thidu sit : 3 dén 6 ngdy thy theo mire dd hao hut ngudn due trir, ¢ thé Tu hon néu nguyén nhin gy thidu miu
Khéng duge kicm sodt.
Higu qua didu trj chi ¢6 duge sau 3 thing didu i, dya trén sy didu chinh diegre tinh trgg thidu mau (Hb, MCV) va phye hoi
liegmg st dye trir (S trong huyét thanh v dd bio hoa transterrin)

Ching chi dinh :
Thidu mdu khang do thidu sat

Qua tai chit sat




Bénh Thelassémie
Thidu mdu do suy tiy
Loét da day 14 trang edp tinh
Min edm véi bt ot thanh phin ndo cia thude,
Thiln trong khi ding :
Udng nhidu tra s& gidm hap thu chat sit.
Than trong trong trweding hop bénh nhan bi tiu dudng vi mdi dng ¢é chita 2¢ dudng
Pé tranh kha ndng ring bi nhudm den (s& te khoi sau do), khong ngdm ldu dung dich thude trong miéng,
Trong thide ¢é chita td dicge:
Glucose, sucralose, dudmg RE: khong sir dung cho beénh nhdn khong dung ngp fructose, kém hiip thu glucose-galactose hoge
thicu sucrase-isomaltase.
Tuomg e thude :
Khong nén phoi hyp :
Ché phdm sit (dang mudi; dudng tiém) : xiu, thim chi sd¢ do giai phong nbanh sdt i dgng phite hop va do bio hda
sidérophiline.
Then trong khi plm"i hop :
Ciprofloxacin: sit lam giam sinh kha dung umuproﬂomun ding cde thude ndy cach xa nhau teén 2 gids.
Cycelin (dudng udng), Diphosphonat (dudng udng : sat lim giam hdp thu cta cde thude nay & duding tidu héa, cin ding cde
thude ndy cdch xa nhau tén 2 gidr.
Mudi, oxyd, hydroxyd ciia Mg, Al v Ca (bao phi nidm mae da diy - rugt) lam giam hap thu duémy tiéu héa cia mudi sit.
Ding cic thude ndy edch xa nhau 2 gidr,
T'Se dyng khdng mong mudn :
Khong thudmg xuyén: Mt s6 phan g phu ¢ dudng tiéu hoa nhi dau bung, budn nén, nén, 1o bon. phéa den, rang den.
Trong mot 56 trudmg hop e thé thdy ndi ban da.
Pa thiy thong bdo ¢ ngay co ung thu lidn quan dén du tei qud thita st
Quid lidu v xie trf ¢
Cé thé gay dau bunL cap, réi logn tigu héa nhu budn ndn, nén, tiéu chiy kém ra mau, mdt nede, nhidm acid va sde kém ngi
gd. Lie ndy ¢d thé ¢ m@t giai dogn twémg nhur da binh phue, khong ¢6 trigu chimg g, nhung sau khodng 6 — 24 gids, cde trigu
chimy Tai xudt hign tedr lai vai ede bénh dong mdu va tegy tim mach (suy tim do thuong i cor tim). Mo so hleu hign nhu

Sét cao, sidm glucose huw,% nhidm ddc gan, suy thin, con co gidt v hon mé, DE ¢6 nguy co thing rudt néu uun” lidu cao.
Trong giai dodn héi phue ¢6 thé ¢ xo gan, hep mon vi. Ciing ¢6 thé bj nhidm khudn |lll) &do Yersinia enterocolica.

Dicu trj; Truedie tién rica da day ngay biing sita (hode dung dich carbonat). Néu ¢é thé, dinh lwong sat — huyét thanh., Saw’ khi
rira sach da day, bom dung dich deferoxamin (5 - 10 g deferoxamin hoa tan trong 30 — 100 ml niede) vio da d3 v/wa ong
thong, Trong tewdmg hop lugng sit ding rén 60 meke the trong, hode khi ¢6 tri¢u chimg nang, d:m en phm cho
deferoxamin tidm tinh mach. Lidu tiém truyén tinh mageh 13 m«!fku/un dén khi htl trigu Lhmu(\sa tGi khi pote do Fe'~ huydt
thanh gidm dudi mie 60 micromol/lit. Cin lh|et ed thé ding lidu cao hon. Néu cdn ndng cad fuvqi i nén ding dopamin,
Thidm dinh néu ¢o suy than, Didu chinh cin Iing acid base va dién g giai, ddng thiri bl nuede.
Tide dyng khi vin hanh mdy mée v i tho xe:
Thude khong anh huong dén kha ndng [ xe va vin hinh mdy moe
Phy nir eé thai v cho con bi
Thei ky mang thai :
St dung duge cho phy nit mang thai
Phu niv dang cho eon b :
St dung diegre cho phu nir dang cho con bi
Biio quin : Noi kho, nhigt do dudi 30°C, tednh dnh sing
Thude san xudt theo: TCCS
Han dimg ¢ 36 théng Kké tie ngay san xudt
Ngay xem xét st doi, edp nhiit ki ngi dung hwdung din sic dyng thude :
cONG TY CP DUQC PH: AM PHUONG DONG
) . 5 . Y \'-:E T hllg (;l.im dde
) CONG TY CO PHAN DYUE PHAM PHUCHG BONG 76" 2
i L3 7, Dudng 2, KCM Tan Tao, P.Tan Tao A, Q. Birh Tan, TPHCL,
DT(08) 37540724, (08) 37540725, FAX: (C8] 37505807,




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pic 1ap — Tw do — Hanh phic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

S6/No.: 895 J/GCN-QLD

GIAY CHUNG NHAN THU'C HANH TOT
SAN XUAT THUOC, NGUYEN LIEU LAM THUOC (GMP)
CERTIFICATE OF GOOD MANUFACTURING PRACTICE COMPLIANCE

Phan 1/ Part I :

Cén ctr quy dinh tai Thong tu s6 35/2018/TT-BYT ngay 22/11/2018 cua B trudong
B6 Y té quy dinh vé Thyc hanh tdt san xuét thude, nguyén liéu lam thubc (GMP), Thong
tur $6 12/2022/TT-BYT ngay 21/11/2022 ctia B6 truong By Y té sira ddi, bd sung mt sb
diéu cua Thong tu sé 35/2018/TT-BYT ngay 22/11/2018 cua B) trudng B Y t& quy dinh
v& Thyc hanh tdt san xuét thudc, nguyén lidu lam thubc (GMP),

Pursuant to the Circular n° 35/2018/TT-BYT dated 22/11/2018 by Minister of Health
on Good Manufacturing Practice for medicinal products and materials (GMP), Circular
n° 12/2022/TT-BYT dated 21/11/2022 by Minister of Health on amending, supplementing
a number of articles of Circular n® 35/2018/TT-BYT dated 22/11/2018 by Minister of
Health on Good Manufacturing Practice for medicinal products and materials (GMP),

CUC QUAN LY DUQC chitng nhin:
The Drug Administration of Vietnam certifies the following:

Cososanxudt:  CONG TY CO PHAN DUQC PHAM PHUONG DONG

The manufacturer: ORIENT PHARMACEUTICAL CORPORATION

Tru s& chinh: L6 sb 7, dwdng sb 2, khu cong nghi¢p Tan Tao, phwong Tan Tao
A, quin Binh Tén, thanh pho Ho Chi Minh

Legal address: Lot N° 07, road N° 2, Tan Tao industrial zone, Tan Tao A ward,
Binh Tan district, Ho Chi Minh city

Dia chi nha may: Ld s6 07, dwong s0 2, khu cong nghiép Tan Tao, phwong Tan Tao
A, quén Binh Tén, thanh pho H6 Chi Minh

Site address: Lot N° 07, road N° 2, Tan Tao industrial zone, Tan Tao A ward,
Binh Tan district, Ho Chi Minh city

Pi duoc danh gia theo quy dinh lién quan dén viée cAp Gidy chiing nhéan du didu kién
kinh doanh dugc phtt hgp voi cée quy dinh tai Pidu 33 Luat duge sb 105/2016/QH13 ngay
06/04/2016, Pidu 33 Nghi dinh sé 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mét sb diéu va bién phap thi hanh Luit dugc, Pidu 5 Nghi dinh sb
155/2018/ND-CP ngay 12/11/2018 ctia Chinh phu v& viée stra ddi, bd sung mdt sb quy
dinh lién quan dén didu kién dau tu kinh doanh thudc pham vi quan Iy Nha nuée cia Bo Y
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té va Thong tu s6 35/2018/TT-BYT ngay 22/1 1/2018 Thong tw sb 12/2022/TT-BYT ngay
21/11/2022 ctia Bd trudng Bo Y té quy dinh vé& Thyc hanh tbt san xuét thude, nguyén lidu
lam thudc (GMP).

Has been inspected .in connection with the issuance of Pharmaceutical business
license and in accordance with the national regulations at Article 33 of Pharmaceutical
Law n° 105/2016/QH13 dated 06/04/2016, Article 33 of Decree n® 54/2017/ND-CP dated
08/05/2017 of the Government, detailing some Articles and measures to implement
Pharmaceutical Law, Article 5 of Decree n° 155/2018/ND-CP dated 12/11/2018 by
Gorvernment concerning revision and addition of some stipulations on (rading and
investment conditions under the state mandate of Ministry of Health and the Circular n°
35/2018/1TBYT dated 22/11/2018, Circular n® 12/2022/TT-BYT dated 21/11/2022 by
Minister of Health on Good Manufacturing Practice for medicinal products and materials
(GMP).

~'Can cir két qua danh gi co s& san xuét dwge thue hién tir ngay 13/07/2023 dén ngay
14/07/2023, co s& san xudt ndu trén duge ching nhén dap ng cac yéu cau vé Thyc hanh
tbt san xudt, Thue hanh t6t phong thi nghiém va Thyc hanh tét bao quan d6i voi co sé san
xudt thudc, nguyén heu lam thudc theo quy dinh tai Thong tw s6 35/2018/TT-BYT ngay
22/11/2018, 'Ihong tw sb 12/2022/TT-BYT ngay 21/11/2022 cua Bo tnmng B Y t, phu
hop vai cac yéu ciu vé Thyc hanh tdt san xuat thudc theo khuyén céo cta T chire Y té thé
gioi (WHO).

From the knowledge gained during inspection of this manufacturer, which was
conducted from 13/07/2023 to 14/07/2023, it is considered that it complies with the
requirements of Good Manufacturing Practice, Good Laboratory Practice and Good
Storage Practice for manufacturer of medicinal products and materials as laid down in the
Circular n° 35/2018/TT-BYT dated 22/11/2018, Circular n° 12/2022/TT-BYT dated
21/11/2022 by Minister of Health, which complied with the requirements of Good
Manufacturing Practice as recommended byWorld Health Organization (WHO,).

Gidy ching nhan nay thé hién tinh trang tuan thi GMP ctia co s san xuét tai thoi diém
danh gia néu trén va c6 hiéu luc khdng qua 03 nam ké tir ngay danh gia gan nhét. Tuy nhién,
can cu theo nguyén téc quéan ly rdi ro, thoi gian hi¢u lyc clia Gidy clnmg nhan c6 thé dugce
1t ngén hozc kéo dai va s& duge ghi tai myc Nhitng néi dung han ché hodc lam 15.

This certificate reflects the status of the manufacturing site at the time of the
inspection noted above and should not be relied upon to reflect the compliance status if
more than 03 years have elapsed since the date of that inspection. However, this period of
validity may be reduced or extended using regulatory risk management principles by an
entry in the Restrictions or Clarifying remarks field.

Giéy chimg nhén chi c¢6 higu lyc khi thé hién ddy du cac trang va bao gbm ca Phén 1
va Phén 2.

This certificate is valid only when presented with all pages and both Part | and Part 2.

Tinh x4c thuc cua Gidy chimg nhén nay c6 thé dwgc xac nhan thong qua ndi dung
ddng tai trén trang thong tin dién tir ctia Cuc Quan ly Duge. Néu khong co, hay lién hé véi
Cuc Quan ly Duoc dé dugce lam rd.
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The authenticily of this certificate may be verified in website of the Drug
Administration of Vietnam (DAV). If it does not appear, please contact the DAV.

Phén 2/ Part 2 : &
HOAT PONG SAN XUAT / MANUFACTURING OPERATIONS

Néu co so tién hanh san xuét cdc san phdm cé yéu cAu dic biét, nhu: thude phéng xa
hodc céc san phém chira penicillins, cephalosporins, penems, chit doc té bao/chit kim té
bao, thudc chira hormon sinh duc ¢6 tic dyng tranh thai, thubc ¢6 hoat chit nguy hiém
duge néu rd dbi voi ting dang san phdm hodc dang bio ché.

If the company is engaged in manufacture of products with special requirements e.g.
radiopl:m'f_nac‘euﬁcais or products containing penicillins, cephalosporins, penems,
cytotoxics/cytostatics, contraceptive sex hormones, potentially hazardous active ingredients,
this should be stated under the relevant product type and dosage form.

2. Thubc khdng vé tring 2. Non-sterile products
2.1. Thubc khéng vé triing 2.1. Non-sterile products
2.1.1. Vién nang cirng: 2.1.1. Capsules, hard shell:
bao gdm ca thudc chira khang sinh nhom including also products containing
Cephalosporin. Cephalosporins.
2.1.2. Vién nang mém 2.1.2. Capsules, soft shell
2.1.5. Thubc dung ngoai dang I6ng: 2.1.5. Liquids for external use:
Dung dich dung ngoai. Topical solutions.
2.1.6. Thubc uédng dang 16ng: 2.1.6. Liquids for internal use:
Dung dich, Hén dich, Sird, Gel. Solutions, Suspensions, Syrups, Gels.
2.1.8. Dang bao ché rén khac: 2.1.8. Other solid dosage forms:
Thubc bat, thubc cém (bao gdm ca thube Powders, Granules (including also
chira khang sinh nhém Cephalosporin). products containing Cephalosporins).
2.1.13. Vién nén: 2.1.13. Tablets:
Vién nén, vién nén bao phim (bao 96m ca Uncoated tablets, Film-coated tablets
thudc chira khang sinh nhém Cephalosporin); (including also products containing
Vién nén bao dudng. Cephalosporins);
Sugar-coated tablets.
2.1.15. Thudc khdng vé triung khac: 2.1.15. Other non-sterile products:
Vién nén sdi bot, Thudc cém si bot. Effervescent tablets, Effervescent
granules.
2.2. Xuit xwéng thude khéng vé trang: 2.2. Batch certification:
T4t ca cac dang thube & muc: 2.1. All dosage forms listed in section: 2.1.
6. Déng goi 6. Packaging
6.1. Dong géi so cap 6.1. Primary packing
6.1.1. TAt ca cac dang thudc & muyc: 2.1. 6.1.1. All dosage forms listed in section: 2.1.
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6.2. Dong goi thiv cép 6.2. Secondary packing
6.2.1. T4t ca cac dang thubc & muc: 2.1. 6.2.1. All dosage forms listed in section: 2.1.
7. Kiém tra chéat lwong o 7. Quality control testing
7.1. Vi sinh 7.1. Microbiological
7.1.2. Gi6i han nhigm khuan 7.1.2. Microbial limit test
7.2. Hoa hoc / Vat Iy 7.2. Chemical / Physical

No§i dung han ché 4]10%_'!(‘, 1am 1 lién quan dén pham vi chitng nhén :
Any restrictions or clarifying remarks related to the scope of this certificate :

Pham v1 chitng nhén bao gom ca thude thude Danh muc thude, duge chét thudc Danh
muyc chét c¢im sir dung trong mot sb nganh, linh vue; thude thude Danh muc thudc doc,
nguyén li¢u dgc lam thude (trir thudc chira chét doc té bao/kim té bao va hormon sinh duc
c6 tac dung tréanh that).

The certified scope including also drugs in the List of drugs and active
pharmaceutical ingredients belonging to the List of substances prohibited from using in
certain sectors, fields; drugs in the List of toxic drugs and toxic pharmaceutical ingredients
(except drugs containing cylotoxic/cytostatic substances and contraceptive sex hormones)./.

Ngay (day) 05 thang (month) 12 nam (year) 2023
CUC TRUONG
Director-General

Vit Tudn Cwing
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CONG TY CP DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
PHUONG PONG Pjce 1ap — Ty do — Hanh phiic

S6: 121 PP /CV-24 \
V/v Chdp thudn bén hang thuge 1p. Ho Chi Minh, ngay 22 thang 07 néim 2024

ban quyén ctia Nha San Xudit

Kinh Guri: Cong ty C6 Phan Dugc Pham Thanh Vinh

Theo dé nghi cia Cong ty C6 Phan Dugce Phdm Thanh Vinh, tai cong véin 56
271272022 ngay 27/12/2022 vé viée dé nghi cong ty Co Phan Dugc Pham Phuong
Dong xem xét cap gidy Uiy quyén ban hang ddi v6i san pham VIGAHOM. Cong ty CH
Phan Dugc Pham Thanh Vinh c6 glay dang ky kinh doanh s&: 0307372752 do S& ké
hoach va dau tu TP.H6 Chi Minh cap va co dia chi tai: 217 Quach Dinh Bao, Phuong
Pha Thanh, Quén Tan Phi , TP.H5 Chi Minh.;

Thyc hién theo Quyét dinh sb 181/Qb- QLD ngay 21/03/2024 cua Cuc Quan ly
Dugc — B§ Y té vé viée ban hanh gia han gidy ding ky luu hanh tai Viét Nam va cap
nhat sé dang ky thudc.

Ching t6i 1a Cong Ty CP Dugc Pham Phuong Pong duge thanh 1ap va hoat
dong theo gidy ding ky kinh doanh v&i mé s doanh nghiép: 0305030898 do S Ké
Hoach va Dau Tu Thanh Phé H6 Chi Minh ding ky 1an dau ngdy 04 thang 04 nim
2007 va dang ky thay doi 1an thir 6 ngay 11 thang 06 nam 2019, ¢6 dia chi tai: L6 s6 7
Duong S6 2, Khu Cong Nghlep Tan Tao, Phudng Tan Tao A, Quén Binh Tén, Thanh
Phé HS Chi Minh, nha may san xuét hang héa sau:

Tén San Pham: VIGAHOM
S6 Dang Ky: 893100207824

Thanh Phan Hoat Chat: Sat gluconat dihydrat 431,68 mg; Mangan gluconat
dihydrat 11,65 mg; Dong gluconat 5mg

Quy Cach Péng Géi: Hop 20 éng x 10 ml, Dung dich udng

Béng vin ban nay, ching toi dong y cho Cong ty C6 Phan Dugc Phdm Thanh
Vinh [a : “Nha Phén Phéi” doc quyén cia san phim VIGAHOM trén pham vi: Toan
quoc.

“Nha Phan Phéi” c¢6 thé ty quyen cho céc don vi khic 1a “Nha Thau” cung ting
thube cho céc co s& kham chiva bénh cong lap, ngoai cong lap.

Chting t61 xin cam doan sé cung cap day du hd so va hang hoa cho “ Nha Phan
Phéi” theo don dt | ang da ky voi cong ty Phuong Déong de cung cap cho Bén Moi
Thau va dam bao chit lugng hang héa theo hop dong cung mp duge ky két gitra Chu
Dau tu Va Nha Thau.

Noi nhan :
- Nhu trén; /S
- Chu tich (dé b/c) N Am, . no (,/j
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