
TftA NHA OIEU hAnH, NHA MAY SAN XUAT, TONG KHO • TRUNG TAM PHAN PHOI 
L6 Z.01 -02-03a KCN trong KCX T3n Thi^n, Q7. TP.H6 Chi Minh 

Oi§n thoai: (84.8) 37700 142 • 143 - 144 * Fax: (84.8) 37700 145
Website: www.savipharm.vn * Email: svp@savipharm.vnTRACK NHI$M TRQN V£N

CONG TY C6 PHAN DlfOC PHAM SAVI CQNG HOA XA HOl CHU NGHIA VIET NAM 
SAVIPHARM 

S6:il3iA /SVP-KD 
V/v thay doi so dang ky san pham 

SaViPamol Plus

Dgc lap - Tir do - Hanh phuc
TP Ho Chi Minh, ngay ihang AA nam 2023

tMD NIM’H. TKUAN
w

Kmhgtri: Sa Y te tinh Ninh Thuan
\ ♦ r ,

Co phan Dirge pham SAVI xin gui den Sa Y te tinh Ninh Thuan lai cam onWMM"V I I**?**4

ong ty
e

trong thoi gian qua.

Vua qua, Cong ty SAVI da trung thau san pham SaViPamol Plus {Paracetamol 
325mg + Tramadol HCl 37,5mg) vai so dang ky VD-21894-14 tai Sa Y te tinh Ninh Thuan 

vai so luang 30.000 vien phan bo tai Benh vien Da khoa Ninh Thuan.
* t *

Tu ngay hgp dong co hieu luc den het ngay 02/06/2023, Cong ty SAVI da cung tirng 

het so luang 30.000 vien SaViPamol Plus, so dang ky VD-21894-14 nhu trong hop dong da 

ky tai Benh vien Da khoa tinh Ninh Thuan.
Ngay 15/11/2023, Benh vien Da khoa tinh Ninh Thuan co nhu cau mua them 20% so 

luang hgp dong, tuang ung vai 6.000 vien SaViPamol Plus. Tuy nhien, vai so dang ky VD-
9 » »

21894-14 cua san pham SaViPamol Plus da dugc Cue Quan ly Dugc cap gia han giay dang 

ky luu hanh theo cau true so dang ky mai: 893111044323 (Xin xem Quyet dinh sd J98/QD- 

QLD ngay 24/03/2023 cua Cue Qudn ly Ducrc ve viec ban hanh Danh muc 135 thuoc san 

xudt trong nude dicac gia han giay dang ky hru hanh tai Viet Nam - Bat 183 dinh kem).
BSng van ban nay, Cong ty SAVI xin de nghi dugc cung ung san pham SaViPamol 

Plus vai so dang ky mai 893111044323 thay cho so dang ky cu VD-21894-14 vai cung boat 
chat '''Paracetamol 325mg + Tramadol HCl 37,5mg,\ quy each dong goi 'Hop 3 vix 10 vien 

nen bao phim'\ tieu chi ky thuat ilNh6m 2?? va gia da trung thau tai Quy Sa.
Cong ty SAVI xin gui den Quy Sd lai cam on tran trgng.

I PHONat tthdn:
- Nhirtren;
- Luu VT, KD.

J&JyNG - KHCN X.o
S( F® PH^N y*
aIdA/oc phamP
^saviA

iJSrSeThanh Binh

cong ty cd phan oi/Oc pham savi (SalffjvAarin)

http://www.savipharm.vn
mailto:svp@savipharm.vn
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TOA NHA OlilJ HAMM, NHA MAY SAn XUA't, rdNG KHO - TRUNG lAM PHAN PH6 
L6 Z.01-02*03a KCN trong KCX Tan Thu$n, Q.7. TP.H6 Chi Mini 

Didn thogl: (84.8) 37700 142 --Me—+44—*- Fqk: (01.8) 07700 14! 
Websita: www.savipgtjjQfny ^Jff)har^-vi

rONC HOA XA HftI THTt Nr.HTA VTf.T 20-4)
Dgc lap - Ty do - Hanh phuc TL.

m
TllACil Nlil$M TRQN V^N

[gGlAMDOC 

fGTC-HC■(A
^cong tyS^ 

GIAYUYQUYEN [[S(Duac^^
Sd: -^<3-3 /2022/TBUQ-TCHC/SVP

Horn nay, ngay 26 thang 12 nSm 2022, tai TP.HCM.

Toi la: TTUt, DS. CKII Tran Tiru, s6 CCCD: 035045 

dong Quan trj - Tong Giam Doc Cong ty Co ph^n Dirge pham SAVI, Ja ngudfi d?i di?n 

theo phap luat cua Cong ty Co phan Dirge pham SAVI co dia chi tai: L6 Z01-02-03a Khu 

cong nghi^p trong Khu che xuat Tan Thu§n, Phirong Tan Thu§n Dong, Quan 7, Thanh pho 

Ho Chi Minh. Bang Win ban nay, Toi uy quyen cho DS. Le Thanh Binh, so CCCD: 
052071000143 - Pho Tong Giam Doc Chat lugng - Khoa hpc Cong nghe Cong ty Co phan 

Dirge pham SAVI thuc hien cac cong vice sau day:

- Ky dan tfe xuat, dan die than thiioc ho sa de xuat ve ky thudt va dan dir thdu (huge
> \ r \

ho sa de xuat ve tai chinh;

- Ky cac van ban, tai li$u de giao dich vai Ben mai thdu trong qua trinh tham gia ddu
\ f \ S \ \

thdu, he cd van ban de nghj lam ro ho sa mai thdu vd van ban gidi tnnh, lam rd ho
\ \ * y • * y > *

sa dir thdu hoqc van ban de nghj rut ho sa dir thdu, sira doi, thay the ho sa de xuat
\ \ y * y

ve ky thudt, ho sa de xuat ve tai chinh;

- Tham gia qua trinh ky: Thirang thdo, Thoa thudn khung, Thanh ly, Bien ban nghi$m
0 \

thu, Bang xdc djnh gid tri khoi hrang cong vi$c hodn thanh, Hap dong, Phu luc;
9 y t

- Ky dan kien nghj trong tnrang hap nhd thdu co kien nghj;
s % 0

- Ky bang chdo gid, hap dong vai Chit ddu tir nett dirac lira chgn.
Ngu£ri dugc uy quyen neu tren chi thyc hipn cac cong vipc trong pham vi uy quyen 

vdi hr each Ik dai dien hgp phap cua C6ng ty Co phan Dirge pham SAVI. 
TTlfT, DS. CKII Tran Tiru chiu trach nhi6m hoan toan ve nhung cong vipc do 

DS. Le Thanh Binh thgc hipn trong pham vi uy quy6n.

Giay uy quyen co hieu lire ke tir ngay 26/12/2022 den khi Chu tjch Hpi dong Quan 

tri - Tong Giam Doc co quyet dinh mai thay the. Giay uy quyen nay dirge lap th&nh 03 ban 

co gia trj phap ly nhir nhau, ngirai uy quyen gia 01 ban, ngir6i dugc uy quyen giu 01 ban 

Ben mai thau giu 01 ban.

Ngirdi dirge uy quyen
PHO TGD CHAT LlTQNG - KHCN CHU TI GIAM DOC^

SloUdC PHA
eASAVI

•r
DS. LE THANH BINH TTLTT, DS. CKII TRAN TV*U

rriMH TV nn DUa'm nilYIr DUAM CAW!

http://www.savipgtjjQfny
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tOa nhA oiiu hAnh, nhA may sAn xuAt, t6ng kho * trung tAm phAn PHfil
ie Z.01*02*03a KCN trong KCX Tan Thu$n. G.7, TP.H6 Chf Minh 

Di$n Ihogl: (84.8) 37700 142 • 143 * 144 * Fax: (84.8) 37700 145 
Website; www.savipharm.vn * Email: svp@Savipharm.vntrAch NHI$H TRQN v$ti

i X
TP. Ho Chi Minh, ngay io<Iha0MhtyiJM?n 20U?,

tl.t6nggiamdoc
GIAMgdcPijdNG TC-HC

^^XONGit

So: 232/2017/QD-TCHC/SVP

QUYfeT D|NH
(V/v; Bo nhi(>m can bp)

x
t6ng giAm d6c c6ng ty c6 phan di/qc pHp Vo

HAM?.
PASA mCdn cvrgidy chumg nhgn Ddng ky Kinh doanh Cong ty Co phan Dtrpoitt 

4103003698 dang ky lan ddu ngdy 03/08/2005, so 0303923529 ddng ky 
thu chin ngdy 20/11/2013 cua Sd KS hoach - Ddu tv Tp. H6 Chi Minh; CN. NOT^HA ffGQCTBiN

'TP. HAlSSan

Cdn ctr Bien ban hqp Hpi dong qudn trj so 012/2017/SVP/HDQT/BB ngdy 

20/10/2017;

Cdn cv vdo yeu cdu cong tdc, ndng lire vd phdm chat dao due cua cdn bg.

QUYET DINH

Bieu 1: Nay b6 nhiem DS. Le Thanh Binh gi& chirc vy Ph6 Tong GiAm Doc Chat lu^mg 
va Khoa hpc - Cong ngh? kiem nhiem Gidm d6c Phong bao chit lupng Cong 

ty C6 Phan Dupe Pham SAVI ke tu ngay 20/10/2017.

Dieu 2: Nhipm vu, quyen han, luemg va ede khoan phu cap theo quy djnh Cong ty.

Bieu 3: Cdc 6ng/ba Gidm doc: Phong TC-KT, Phong TC-HC va DS. Le Thanh Binh co 

trdch nhiem thi hanh Quyet djnh nay./.

Quyet dinh co hipu luc ki tu ngay ky.

CHU T|CH HBQT 
G GIAM BOC^3%^(oadc pHAMim

Ned nh$n:
- Nhi/ Bi£u 3, 
-LuuP. TC-HC.

SXSAVI^

, DS. CKI1 TRAN TVU

CAnv Tv Co Phon Dirttc Pham SaV!

http://www.savipharm.vn
mailto:svp@Savipharm.vn
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BO YTE
MINISTRY OF HEALTH

eye QUAN LY DITOC
DRUG ADMINISTRATION OF VIETNAM

CONG HOA XA HQI CHU NGHlA VIET NAM 
SOCIALIST REPUBLIC OF VIETNAM
Doe lap - Tit do - Hanh phuc

Independence - Freedom - Happiness
138A Gling V5 - HS N$i - Vi§l Nam 

Tel: 84.4.37366483/38464413 - Fax: 84.438234758

MEP Liru HANH SAN PHAMCO,

jloaoc phamIjJ] marketing authorization

Asavim SaViPamol PlusTen tl 
Name o\
Thanh phanerffnSTh^m luiyng 
Active Ingredients, Strength:
Gui each dong g6i, b£o ch4 
Packing Size, Dosage form:
Tieu chuin chat lu’p’ng 
Quality Specification:

Paracetamol 325 mg; Tramadol HCI 37,5 mg

Hpp 3 vi, 10 vi x 10 vien. Hpp 1 chai 100 vien; Vien
nen bao phim
TCCS

36 thangHan dung 
Shelf- life:
S6 glay phep luu h£nh's3n phim (SDK): 
Marketing Authorization Number:

VD-21894-14
Ngay cap: 08/12/2014So quyit d|nh 

Approval Decision Number
Hiau lyc cua giay phep Ilfu hanh san phim: co gi^i trj 05 nam ki tu’ ng^y cip 
Expiration Date of this Marketing Authorization:
Ten co* set dang ky 
Name of Marketing Authorization Holder
Bja Chi 
Address:
T§n co' sa san xuat 
Name of Manufacturer
Dia clr 
Address:
Ten co set dong goi
Name of Assembler
Bja Chi 
Address.

679/GB-QLD
Date of Issuance:

Cong ty co phin dir^c phim SaViji

L6 Z.01-02-03a KCN trong KCX Tan Thuan, phuang 
T5n Thuan Bong, qu#n 7, Tp. HCM - Vi#t Nam
Cong ty ci phin dirge phim SaVi

L6 Z.01-02-03a KCN trong KCX Tan Thuan, phirang 
Tan Thuan Bong, quan 7, Tp. HCM - Viat Nam

Hd A/p/, ngay 08 th£ng 12 nam 2014. 
eye TRUING eye QUAN LY DU’QTC

GENERAL-DIRECTOR of THE DRUG ADMINISTRATION OF VIETNAM

''v\

Ghi chu: cNo/ej
1- Giay ph6p luu hanh s^n pham nay du’g’c cap theoxttmg.|i^. so1 

d§ng ky thude da dipoc Bo Y te phe duyat C' ir
kje'doxierThis marketing authorization has been issued in accordance with 

approved by the V7e(nam Ministry of Health
2- Bdt clp sy1 thay doi nao v4 n$i dung cua gi^y phap phai 

Cyc Quan iy du’pc - B0 V ti xac nh$n. TRUaNG QU6C CU’O’NG
Any variations of the contents of the marketing authorization are required to be 
adopted by the Dnjg Administration of Vietnam

ft
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BOYTE 
miiCVC QUAN LY Dl/gfC

3: J9B / QD-QLD

CONG HOA XA HQI CHU NGHIA VIET NAM 
Dgc lap - Tir do - Hanh phuc

Ha Nqi, ngay 24 thang 03 nam 2023

fcjycoHQ
*?/ CO PHAN \o
^(oaoc phamK

I QUYET DINH
vifc ban hanh Danh muc 135 thuoc san xuit trong niriyc 

9*c gia han giay dang ky liru hanh tai Vift Nam - Dot 183

eye TRirdNG eye quan ly Dirgfc
Can etc LuqI Dupe so 105/2016/QH13 ngdy 06/4/2016;
Can cuNghj dinh so 95/2022/ND-CP ngay 15/11/2022 cm Chinh pint quy dinh 

chuc ndng, nhiem vu, quyen han wi ccr can to chuc cm Bo Y te;
Can cu Quyet dinh so 7868/QD-BYTngdy 28/12/2018 cm Bo tnc&ngBQ Yte quy 

dinh chuc ndng, nhi$m vu, quyen han vd ca can to chuc cm Cue Quan ly Dirac thitQc 
Bq Yti;

Can cu Thong tusd 08/2022/TT-BYT ngdy 05/09/2022 cm Bo tru&ng Bq Y te quy 
dinh vide dang ky licit hanh thuoc, nguyen li$u lam thuoc;

Can cu ket luqn cm HQi dong tic van cap gidy dang ky lieu hanh thuoc, nguyen li$u 
lam thuoc - BqY te;

Theo de nghi cm Tru&ng phdng Dang ky thuoc. Cue Quan ly Dupe.

QUYET DINH:
Dieu 1. Ban hanh kem theo Quyet djnh nay danh m\ic 135 thuoc san xuat trong 

nude dirge cap giay dang ky lint hanh tai Vi?t Nam - Bgt 183, cy the:
1. Danh muc 125 thuoc san xuat trong nude dirge gia han giay dang ky liru hanh 

hieu lire 05 nam (Phu hie I kem theo).
ft r

2. Danh myc 09 thuoc san xuat trong nude dugc gia h$n giay dang ky liru hanh 
hieu lire 03 nam {Phu luc 11 kem theo).

tt t

3. Danh muc 01 thuoc san xuat trong nude dirge gia han dang ky luu h&nh den 
31/12/2025 (Phii luc 111 kem theo).

Dieu 2. Ca so san xuat va ca sd <teng ky thuoc cd trach nhifm:
1. San xuat thuoc theo dung cac ho so, tai li$u da dang ky vdi Bg Y te va phai in 

so dang ky dugc Bo Y te Viet Nam cap len nhan thuoc.
t * + t

2. Chi dugc san xuat, dua ra luu hanli cac thuoc kiem soat dac biet klii cd Giay 
chung nhan du dieu kien kinh doanh dugc pham vi kinh doanh thuoc phai kiem soat dac 
bi$t phu hgp vdi pham vi boat dgng ciia ca sd dap ung quy dinh t$i khoan 5 Didu 143 
Nghj dinh sd 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy djnh chi tiet mgt sd 
dieu vd bign phap thi hanh Luat Dugc.

* % • t

3. Thuc hien vige cap nhat tieu chuan chat lugng cua thuoc theo quy dinh tai 
Thong tu sd 11/2018/TT-BYT ngay 04/5/2018 ciia Bp trudng Bd Y td quy dinh vd chdt 
lugng thuoc, nguyen lieu lam thuoc.

4. Thuc hien, phdi hgp vdi ca sd nhap khan thuc hien theo diing quy dinh tai 
Cong van sd 5853/QLD-CL ngay 19/4/2019 ciia Cyc Quan ly Dugc vd vipc kiem tra

• t r «

chat lugng nguyen lieu 1dm thuoc nhdm sartan ddi vdi cac thuoc thuoc danh muc tai 
Dieu 1 ban hanh kem theo Quyet djnh nay cd dura dugc chat thupc nhdm sartan

5. Thuoc dugc gia han giay dang ky luu hanh tai Quyet dinh nay nlurng chua ngp 
hd so cap nhat npi dung nhan thuoc, td hudng dan sir dung thuoc theo quy. dinh cua 
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bp trudng Bp Y td thi phai thyc hipn

i
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M

cap nhat theo quy dinli tai diem b Khoan 1 Dieu 37 Thong tir so 01/2018/TT-BYT trong 
thdi han 12 thang ke tir ngay dugc gia h?n giay dang ky liru hanh.

6. Sau 12 thang ke tir ng^y ky ban h&nh Quyet dinh ndy, cac thu6c dirgrc gia han 
giay dang ky luu hanh theo Quyet dinh nay co thay doi ve npi dung hanh chinh (bao 
gom ca mau nhan va to hurdng dan six dyng thuoc) phai san xuat va Juru hinh vdi cac npi 
dung da dupe phe duypt thay d6i trong ho so gia h^n.

7. Co so dang ky thuoc phai bao dam duy tvi dieu kien boat dpng trong thdi gian 
hieu Ipc cua giay dang ky liru hinh thuoc, nguyen lipu Urn thu6c. Trong tnrdug hpp 
khong c6n dap ung du dieu kien boat dpng, co so dang ky phai co trach nlhem thpc hipn 
thay doi co scr dang ky theo quy djnh tai Thong tir so 08/2022/TT-BYT trong th&i han 
30 ngay ke tu ngay co so dang ky khong con du dieu kipn boat dpng.

8. Co so san xuat thuoc phai bao dam cac dieu kien boat dpng cua co so san xuat 
trong thai h^n hieu lire cua giay dang ky luu hanh thude, nguyen lipu 14m thude.
ft » t

9. Cac thuoc dupe gia han giay dang ky luu hanh t$i Quyet dinh n4y dupe tiep 
tiic su dyng so dang ky da cap truoc khi gia han trong thdi han toi da 12 thang ke tir 
ngay dupe cap so dang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo 
Thong tu s6 08/2022/TT-BYT.

10. Cac thuoc dupe gia han giay dang ky luu hanh tai Phy lye IT Quyet dinh nay 
sau khi het han giay dang ky luu hanh, trong ho so gia h?n neu cong ty khong co dir lieu 
lam sang chung minh an to4n, hipu qua ciia thuoc, Cyc Quan ly Dupe se khong tiep tuc 
gia hyn giay dang ky liru hanh.

Dieu 3. Quyet dinh nay co hieu luc ke tir ngay ky ban hanh.
Dieu 4. Giam doc So Y te cac tinh, thanh pho tr\rc thupc Taing uong va Giam 

doc co so san xuat va co so dang ky co thuoc tai Dieu 1 chin tiich nhiem thi hanh Quyet 
dinh nay./,
Ncfi nhan:
- NhuDieu 4;
- BT. Bao Hong Lan (de b/c);
- TT. Bo Xuan Tuyen (de b/c); j
- Cyc Quan y - Bp Quoc phong, Cyc Y te - Bp Cong an*
- Cyc Y te GTVT - Giao thong van tai;
- Tong Cyc Hai quan - Bp Tai chinh;
- Bao hiem xa hpi Vipt Nam;
- Bp Y te: Vy PC, Cyc QLYDCT, Cyc QLKCB, Thanh tra 
Bp, Van phong HDTV clp GDKXH thuoc, NLLT;
- Vien KN thude TIT, Vipn KN thude TP. HCM;
- Tong Cong ty Dirpc Vipt Nam - Cong ty CP;
- Cac Bpnh vipn, Vipn cd giurdng benh tryc thupc Bp Y te;
- Trung tam mua s5m tap trung thude qude gia;
- Cyc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;
Website;
- Liru: VT, DKT.

03M
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Phy lyc I
DANH MyC 125 THU6c SAN XUAT TRONG NU'OC DUQC GIA HAN GIAY DANG KY 

LlTU HANH TAI VI$T NAM HIEU LVC 05 NAM - DOT 183 
(Kem theo Quyetdinh so: .\9.S...../QD-QLD ngayM thdng 03nam 2023

cua Cue Quan ly Dw?c)

So dang ky 
gia han 

(So ditug ky 
da cap)

rw-* A •TurnHoat chit chink - 
Ham lirpng

Si lin 
gia har

Dang b&o Quy citch dong Tieu
chuanT2n thuocSTT thochc g6i (thang)

m m (3) (4) (6)(5) (7) (?)151
1. Co* so ditng ky: Cong ty C6 phan Dir^c - Trang thiit b} y te Binh Bjiih (BIDIPHAR) (Bja chi: 498 Nguyen Thdi Hpc, 
phirdmg Quang Tamg, th&nh pho Quy Nhcm, linh Binh Bjnh, Vipt Nam)
1.1. Off so- san xuit: Cong ty Co phan Dug*c - Trang thiet bj y te Binh Bjnh (BIDIPHAR) (Bja chi: 498 Nguyen Thai 
Hpc, phudng Quang Trung, thanh pho Quy Nhom, tinlt Binh Bjnh, VietNain)

* Hpp 1 vi x 10 
vien; Hpp 2 vi 

nhom nhom x 10 
vien; Hpp 2 vi 

nhom nh\ra x 10 
vien; Hpp 10 vi x 

10 vien; Lp 100 
vien; Lp 500 vien

Vien nang 
cung

893110038723 
(VD-22118-15)Bidiclor 500 Cefaclor 500mgl USP42 36 1

Hop 04 vi x 04 
vien; Hpp 12 vi x 

2 vien

%Vien nen2 Biragan 500 Paracetamol 500mg NSX 893100038823
(VD-24392-16)

24 lsui TY
tt'NMoi 100ml dung 

dich chua: Dextrose 
monohydrat l,5g; 
Natri clorid 538mg; 
Natri lactat 448mg; 
Calci clorid.2H20 
18,3mg; Magnesi 
clorid.dHiO 5(08mg

>HA

/IDung djeh 
tham phan 
phuc mpe

Bitolysis 1,5% 
low calci

893U0038923
(VD-18930-13)3 Tui nhua 2 lit NSX 24 1

Moi 100ml dura: 
Dextrose
monohydrat 4,25g; 
Natri clorid 538mg; 
Natri lactat 448mg; 
Calci clorid.2H20 
i8}3mg; Magnesi 
dorid.6H20 5,08mg

Dung djeh 
tham phan 
phuc m^c

Bitolysis 4,25% 
Low calci

893110039023
(VD-18934-13)4 Tui nhpa 2 Ht NSX 124

Hpp 1 Ip + 1 dng 
dung moi nude cat 

pita tiem 10ml; 
HQp 10 lp

Acid folinic (dudi 
dang calcium 
folinat) lOOmg

Bpt dong 
khd pha 

tiem

893110039123
(VD-21824-I4)5 Calcilinat F100 NSX 24 1

Hpp lOvix 10 
vien; Hpp 50 vi x 

10 vien

Paracetamol
500mg6 Paracetamol 500mg USP43Vien nen 36 893100039223

(VP-1825M3)
1

Page 1 of 14
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So d3ng ky 
gia ban 

(S6 dSng ky 
da cap)

Tu6i
Hoat chat chi'nb - 

Him lirpiig
So liin 
gia haE

Dang biio Quy each dong Tieu
chuan

Ten thuocSTT tlip
che goi (th6ng)

m (2) 131 Ml 121 121151 M 181
18.1. Cosff san xu£t: Cong ty Co phanDiryc phim Me DiSun (Djachi: S6 521,An L<;i, xa Hda Lpi, huy$n B6n Cat, 
tinh Blnh Dirorng, Vipt Nam)

Vien nen 
bao phim

Hpp 10 vi x (0 
vien

893110043723
(VD-22928-15)51 Rebastric Rebamipid lOOmg 36NSX 1

19. Co*Sff flSng ky: Cong ty C6 phan Diryc pham OPC (Dja chi: 1017 Hong B&ng, Qugn 6, Tp. Ho Chi Minih, Vi?t Nam)

19.1. Cor sir san xu&t: Chi nh^iiih Cdng ty Co phan Dirg'C pham OPC tai Blnh Dirorng- n\\h nidy Dirgrc phfini OPC (Bja 
chi: So 09/SX04-TH, To 7, Ap Tan Hoa, Xa Tan VTnh Hi$p, Tan Uyen, Blnh Dircmg, Viet Nam)

Vitamin C Vien siii Hop l Tuyp x 10 
vien

893110043823
(VP-20781-14)

52 Vitamin C lOOOmg NSX 30 llOOOmg bgt
20. Co'sff dang ky: Cong ty co phan dv^c pham Qunng Binh (Dja chi: So 46, dirorng Him Nghi, phirong Bac Ly, th^nh pho 
Dong Hoi, tinh Quang Binh, Vigt Nam)

20.1. Ctrso san xuat: Cdng ty c6 phan dirge pham Quang Binh (Dja chi: So 46, dircmg HttuNghj, phu6ng Bac Ly, thanh 
pho Dong Hoi, tinh Quang Binh, Viet Nam)

Hgp 02 vi x 07 
vien; Hpp 02 vi x 
10 vien; Hpp 10 vi 

x 10 vien

Pantoprazoi (diroi 
dang Pantoprazoi 
natri) 40mg

Vien nen 
bao tan 

trong nipt

893110043923
(VD-22208-15)

53 Quanpanto NSX 24 l

21. Co $6 dang ky: Cong ty Co ph^n Dirge pham Sao Kim (Dja chi: KCN Quang Minh, Me Linh, TP. Ha Npi, Vi^tNam) 

21.1. Co so san xuat: Cong ty Co phan Doge pham Sao Kim (Bia chi: KCN Quang Minh, Me Linh, TP. Ha Npi, ViptNam)

Glucosamin sulfat Vien nang 
cung

Hpp 10 vi x 10 
ViSn

89310004402354 Carlutin 36NSX 1250mg (VD-19933-13)
22. Co so d5ng ky: Cong ty Co phan Dirge pliam SaVi (Dja chi: L6 Z01 -02-03a, KVm Cong nghipp trong Khu Che xuat 
Tan Thuan, Phirong TanThu^n Dong, Quan 7, Thanh pho H6 Chi Minh, Vift Nam)
22.1. Co so san xu^t: Cong ty Co phan Doge pham SaVi (Dja chi: L6 Z01-02-03a, Khu Cong nghipp trong Khu Che 
Tan Thupn, Phudng TanThugn Dong, Quan 7, Th^nh pho Ho Chi Mini), Vipt Nam) ^

it
O

8931100441231/J

(VD-22513-15V
SaVi Valsartan Vien nen 

bao phim
55 Valsartan 80mg Hpp 3 vi x 10 vien USP41 36

80
893100044223^
(VD-20249-13)

Vien nen
Ambroxol HCl 30mg Hpp 3 vi x 10 vien56 SaViBroxol 30 24 lNSXsui

Hpp 3 vi x 10 
vien; Hpp 10 vi x 

10 vien; Hpp 1 
chai 100 vien

Paracetamol 325mg; 
Tramadol HCl 
37,5mg

Vien nen 
bao phim

893111044323
(VD-21894-14)36 157 SaViPamol Plus NSX

23. Co so d5ng ky: Cong ty Co phan Dirge pham Tenamyd (Dja chi: L6 Y01-02A, dirfrng Tan Thuan, KCN/KCX Tan 
Thugn, Phirdng T3n Thugn D6ng, Qu?n 7, TP. Ho Chi Minh, Vipt Nain)
23.1. Cososanxu^t: Cong ty C6 phan Doge pham Tenamyd (Djachi: L6 Y01-02A, dirdngTan Thugn, KCN/KCX Tan 
Thuan, Phirong Tan Thuan Dong, Qu(in 7, TP. Ho Chi Minli, Vipt Nam)

Ceftazidim (diroi 
dang Ceftazidim 
pentahydrat 2g

Ceftazidime
2000

Bpt pha 
tiem

Hpp 01 Ip; Hop 10 893110044423
(VD-19013-13)

58 USP42 36 1

Cefotaxim (dirdi 
dang Cefotaxim

Vien n£n 
bao phim

Hpp I Ip; Hpp 10 893110044523
(VD-L9445-13)

Tenamyd- 
cefotaxime 2000

59 NSX 24 l
natri) 2000mg

24. Co so dUng ky: Cong ty C6 phan Dirge pham Tnutg irong 2 (Dja chi: So 9 Tran Thdnh Tong, plnrdng B?ch D5ng, 
quan Hai Ba Trirng, th^nh pho Ha Npi, Vipt Nam)
24.1. Co so san xuat: Cong ty Co pli&n Dirge pham Tnmg irong 2 (Dja chi: L6 27 khu cong nghipp Quang Minh, thj tran 
Quang Minh, huypn Me Linh, thanhpho HA Npi., Vipt Nam)
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ffflzbm tyV^ 
'*?/ CO PHAN Vo' 
lloupc phamJ^

THUYET MINH TIEE CHE AN THANH PHAM THEOC 

SAVIPAMOL PLES (893111044323)

iugmg thuoc thanh phim SaViPamol Plus (893111044323) dirge Cong ty Co phan 

Dugc pham SaVi (SaVipharm) xay dimg theo tieu chujin co sd (TCCS) khong thay d6i so vdi TCCS 

thude SaViPamol Plus (VD-21894-14) dirge c4p SDK ISn d§u ngay 08/12/2014.

Bang so sanh dirdi day tha hien su gi6ng nhau cua tieu chuin ch4t lirgng thude thanh ph4m SaViPamol 
Plus (893111044323) va SaViPamol Plus (VD-21894-14):

Bang so sanh TCCL thude SaViPamol Plus SDK 893111044323 va VD-21894-14

axsAvy?

Tieu chuan SaViPamol Plus 

(VD-21894-14) - (TCCS)
Tieu chuan SaViPamol Plus 

(893111044323)-(TCCS)
Chi tieu

Vien nen dai, bao phim mau vang nhat; canh 
va thanh vien lanh lan

Vien nen dai; bao phim mau vang nhat. canh 
va thanh vien lanh lan1. Tinh chatI

1 I
Che pham phai cho ket qua djnh tinh cua 

paracetamol va tramadol hydroclorid
Che pham phai cho ket qua dinh tinh cua 

paracetamol va tramadol hydroclorid2. Dinh tinh

3. Do dong deu 
khoi lirgng

± 5% so vdi khdi lirgng trung binh vien± 5% so vdi khdi lugng trung binh vien

> 75% lirgng paracetamol so vdi ham lugng 
ghi tren nhan dugc hda tan trong 45 phut

> 75% lugng paracetamol so vdi ham lugng 
ghi tren nhan dugc hda tan trong 45 phut

4. Do hda tan > 75% lugng tramadol hydroclorid so vdi 
ham lugng ghi tren nhan dugc hda tan trong 

45 phut

> 75% lugng tramadol hydroclorid so vdi 
ham lugng ghi tren nhan dugc hda tan trong 

45 phut

5. Gidi han 4- 
aminophenol

Khdng qua 0.01%Khong qua 0.01%

308,75 mg - 341,25 nig (95,0% - 105,0%) 
paracetamol (C8H9N02) so vdi ham lugng 
ghi tren nhan

308,75 mg - 341,25 mg (95,0% - 105,0%) 
paracetamol (C8H9N02) so vdi ham lugng 
ghi tren nhan

6. Djnh lugng
33,75 mg - 41,25 mg (90,0% - 110,0%) 
tramadol HC1 (C16H25N02.HC1) so vdi 
ham lugng ghi tren nhan

33,75 mg - 41,25 mg (90,0% - 110,0%) 
tramadol HC1 (C16H25N02.HCI) so vdi 
ham lugng ghi tren nhan

Bang so sanh tren cho thay tieu chuan chat lugng thude SaViPamol Plus theo SDK cu (VD-21894-14) 
va SDK mdi (893111044323) la gidng nhau nen viec thay ddi SDK nay khdng anh hudng den tieu 

chuan chat lugng san pham.

DOC 
i^KHCN)CilijrDiiocTPKAMi;

Wrii
anh Binh
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