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TOA NHA DIEU HANH, NHA MAY SAN XUAT, TONG KHO - TRUNG TAM PHAN PHOI

16 2.01-02-03a KCN trong KCX Tan Thudn, Q.7, TP.H& Chi Minh
\ . Dién theai: (84.8) 37700 142 - 143 - 144 * Fax: (84.8) 37700 145
TRACH NHIEM TRON VEN Website: www.savipharm.vn * Email: svp@savipharm.vn

CONG TY CO PHAN DUGC PHAM SAVI  CONG HOA XA HOI CHU NGHIA VIET NAM

SAVIPHARM Doc lap — Tu do — Hanh phuc
So:45hk /SVP-KD TP H6 Chi Minh, ngay 24 thdng AA ndm 2023
V/v thay d6i so6 dang ky san phdm

y i VPR - ,
“"‘;Z g - S Kinh guri: S¢ Y té tinh Ninh Thuén

Dt/ U, %:?). N .

é}:&l 5/ */ Cong ty C6 phan Dugc pham SAVI xin giri dén S& Y té tinh Ninh Thuén 1&i cam on
Lo} 5% LrAn tron  vE sir tin tudng va tao diéu kién cho Cong ty SAVI dugc cung tmg thubc tai Quy S&

trong thoi g_i;ir} qua.

Vira qua, Cong ty SAVI di tring thau san phdm SaViPamol Plus (Paracetamol
325mg + Tramadol HCI 37,5mg) véi s6 dang ky VD-21894-14 tai S¢ Y té tinh Ninh Thuén
véi s6 lugng 30.000 vién phan bd tai Bénh vién Da khoa Ninh Thuén.

Tir ngay hop dong o hiéu tuc dén hét ngay 02/06/2023, Cong ty SAVI da cung tng
hét sb hrgng 30.000 vién SaViPamol Plus, sé ding ky VD-21894-14 nhu trong hop ddng da
ky tai Bénh vién Pa khoa tinh Ninh Thuan.

Ngay 15/11/2023, Bénh vién Pa khoa tinh Ninh Thuan ¢6 nhu ciu mua thém 20% sb
lugng hgp ddng, trong (ng véi 6.000 vién SaViPamol Plus. Tuy nhién, véi s6 dang ky VD-
21894-14 cia san phdm SaViPamol Plus di dugc Cuc Quan ly Dugc cép gia han gidy dang
ky luu hanh theo cdu tric sb dang ky méi: 893111044323 (Xin xem Quyét dinh sé 198/0P-
QLD ngay 24/03/2023 cia Cuc Quan Iy Dugc vé viée ban hanh Danh muc 135 thuéc sdn
xudt trong neée duoce gia han gidy dang ky hru hanh tai Viét Nam — Dot 183 dinh kém).

Bing van ban nay, Cong ty SAVI xin dé nghi dugc cung ang san phim SaViPamol
Plus vdi sb dang ky moi 893111044323 thay cho sé dang ky cii VD-21894-14 véi cung hoat
chét “Paracetamol 325mg + Tramadol HCI 37,5mg”, quy cach dong g6i “Hop 3 vix 10 vién
nén bao phim™, tiéu chi ky thuat “Nhém 2 va gia di tring thau tai Quy S&.

Céng ty SAVI xin guri dén Quy S& 191 cam on tran trong.

Noi nhan:

- Nhu trén;
- Luu VT, KD.

DS nh Binh

CONG TY CO PHAN DUGC PHAM SAVI (SaWipharm)
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%ﬁ :@ TOA NHA DIEU HANH, NHA MAY SAN XUAT, TONG KHO - TRUNG TAM PHAN PHO
g2 £ L6 Z.01-02-03a KCN trong KCX Tdn Thudn, Q.7, TP.HG Chi Min

< Dign thoai: (84.8) 37700 142 -1'4-3——144-—‘—&&:—(84-.8)4_‘7700 14!
TRACH NHIEM TRON VEN Wabsita: www.savipgmny B &Natﬁfﬁﬁn pharm.vi

CONG HOA XA HOI CHU NGHIA VIET NEM - togd 4. Nam 20.4.)
P{c 1ap — Ty do — Hanh phiic T 10 A

S6: 703 /2022/TBUQ-TCHC/SVP
GIAY UY QUYEN

ddng Quan tri - Téng Giam Pdc Cong ty C phan Dugc phim SAVI, 12 ngudi dai dién
theo phép ludt cia Cong ty CS phan Duge phdm SAVI c6 dja chi tai: L6 Z01-02-03a Khu
cdng nghiép trong Khu ché xuét Tan Thudn, Phuong Tan Thuin Pong, Quan 7, Thanh phd
Hb Chi Minb. Bing vin ban nay, T4i Gy. quyén cho DS. Lé Thanh Binh, s§ CCCD:
052071000143 - Phé Téng Giam Péc Chét lugng - Khoa hoc Cong nghé Céng ty C6 phén
Durgc phém SAVI thuc hién cic cOng viéc sau day:

- Ky don dé xudt, don dir thdu thuéc hé so d@é xudt vé ky thudt va don dir thau thugc
hé so dé xudt vé tai chinh;

- Ky cdc van ban, tai liéu aé giao dich véi Bén méi thiu trong qud trinh tham gia déu
thdu, ké ca van ban dé nghi lam 13 hé so moi thau vé véin ban gidi trinh, lam ré hé
so dir thau hodic vin ban dé nghj rut hé so die théu, stra déi, thay thé hé so dé xudt
vé kj thudit, hé so dé xudt vé tai chinh;

- Tham gia qud trinh ky: Thirong thdo, Thoa thudn khung, Thanh ly, Bién bdan nghi¢m
thu, Bang xdc dinh gid tri khéi ligng céng viée hoan thanh, Hop dé‘ng, Phu luc;

- Ky don kién nghi trong trieong hop nha thdu c6 kién nghi;

- Ky bdng chao gid, hop dong véi Chit déu tie néu dirpe hiea chon,

Ngudi dugc uy quyén néu trén chi thue hién cac cong viéc trong pham vi ty quyén
véi tr cach 1a dai dién hgp phap cua Céng ty Cd phdn Dugc phim SAVI
TTUT, DS. CKII Trin Tyu chiu trich nhiém hoan toan vé nhiing céng viéc do
DS. L& Thanh Binh thyc hién trong pham vi ty quyén.

Gidy ty quyén c6 hiéu luc ké tir ngay 26/12/2022 dén khi Cha tich Hoi déng Quén
tri - Tdng Giam Péc c6 quyét dinh méi thay thé. Gidy iy quyén nay dugc 1ap thanh 03 ban
06 gia tri phap ly nhu nhau, ngudi uy quyén gitr 01 ban, ngudi duge iy quyén giir 01 ban
va Bén m&i thau giir 01 ban.

_ Nguwdi dwge uy quyén
PHO TGP CHAT LUQNG - KHCN

DS. LE THANH BINH

CANR TV rA DUAM NIMAP DHAM QA VI /| @ i sgele-nrens)
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W 5o L6 2.01-02-03a KCN trong KCX Tan Thuln, Q.7, TP.H8 Chf Minh
Dign thogl: (84.8) 37700 142 - 143 - 144 * Fax: (84.8) 37700 145
TRACH NMIEM TRON VEN " Waebsile: www.savipharmwvn ¢ Emall: svp@savipharm.vn

LI i ~
SAU Y FAN CoAban

z 3 , oA )
( $8: 232/2017/QD-TCHC/SVP TP. H6 Chi Minh, ngay 203dghe 10mam Ahii 2015
TL.TONG GIAM b3
QUYET PINH ot SAMBOC

GIAM POC PHONG TC-HC

(V/v: Bo nhi¢m cdn bg)

TONG GIAM POC CONG TY CO PHAN DUGC . 1Y

- Can cit gidy chimg nhdn Dang ky Kinh doanh Céng ty C6 phdn Du RN
4103003698 dang ky lan ddu ngay 03/08/2005, sé 0303923529 ding ky Yep-doida
thit chin ngdy 20/11/2013 ciia So Ké hoach — Déu tw Tp. H6 Chi Mink;  ONNGUYEN HA RGOC TRAN

- Cdn cir Bién ban hop H¢i dong quan tri sé 012/2017/SVP/HPQT/BB ngay
20/10/2017;

- Cdn cir vao yéu céu céng tdc, nang lic va phdm chét dao diee cia cdn bg.
QUYET DINH

Piéu 1: Nay bd nhiém DS. L& Thanh Binh giit chirc vu Phé Téng Giam Béc Chét luong
va Khoa hoc — Céng ngh¢ kiém nhiém Giam d6c Phong Dam bao chéit lwrgng Cong
ty C Phan Dugc Phim SAVI ké tir ngay 20/10/2017.

Pidu 2: Nhiém vy, quyén han, luong va céc khoan phu cép theo quy dinh Céng ty.

Pidu 3: Cic 6ng/ba Gidm dbc: Phong TC-KT, Phong TC-HC va DS. Lé Thanh Binh c6
trach nhiém thi hanh Quyét dinh nay./.

Quyét dinh c6 higu luc ké tir ngay ky.

CHU TICH HPQT

FANG GIAM POC
99‘

Noi nhiin:
- Nhu Didu 3,
-LuuP. TC-HC.

Chne Tv C3 Phitn Duoe Phim SaVi
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MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pgc lap - Tu do - Hanh phic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happincss

138A Gidng V5 - Ha N&i - Vigt Nam

Tel: 84 .4, 37386483138463413 Fax: 84.438234758

SaViPamol Plus

Thanh phan AR, ham lweng @ Paracetamol 325 mg; Tramadol HCI 37,5 mg
Active Ingredients, Strength: L

Qui cach déng goi, baoché  :  Hop 3 vi, 10 vix 10 vién. Hop 1 chai 100 vién; Vién
Packing Size, Dosage form: nén bao phim ’

Tiéu chudn chét luong : TCCS

Quality Specification: .

Han dung : 36 thang

Shelf- life:

Sé gidy phép leu hanh'san pham (SBK): VD-21894-14
Markeling Authonzation Number: -

$6 quyét dinh . 679/QD-QLD - ‘Ngay cp: 08/12/2014

Approval Decision Number: Date of Issuance:

Hiéu lyc cta gidy phép Iwu hanh san phdm: ¢ gia trj 05 nam ké tlr ngay cép
Expiration Date of this Marketing Authqrization: ‘

Ténco s& dingky + Co6ng ty ¢d phan dwerc phdm SaVi

Name of Marketing Authorization Holder .

Bia chi .- . L6 Z.01-02-03a KCN trong KCX Tan Thuan, phudng
Address: - Tan Thuan Bong, quan 7, Tp. HCM - Viét Nam

Tén co s& san xuit - Cong ty ¢b phén dwgc phém SaVi

Name of Manufacturer: :

Dia chi . Lo Z 01-02-03a KCN trong KCX Tan Thuén, phuwong
Address:

Tan Thuan E)ong, quan 7, Tp. HCM - Viét Nam
Tén co s& dong goi -

Name of Assembler

Dia chi

Address.

Ha Noi, ngay 08 thdng 12 ndm 2014,
CYC TRUONG CYC QUANLY burocC

Ghi chu: (Note)

1- Gidy phép luu hanh san pham ndy dugc cap theo ung Q§ 50
déng ky thudc da duo'c B Yte phé duyet ST

approved by the Vietnam Ministry of Health
2- B4t ci? sy thay ddi nao vé& ndi dung ciia gidy phép phai d
Cuc Quan ly dirgc - BA Y té xac nhan.

TRUONG QUOC CUONG

Any variations of the conlents of the marketing authorization are required to be ] :

adopted by the Drug Administration of Vietnam

CONG HOA XA HQI CHU NGHIA VIET NAM

RAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM,



/ﬁ%m
' ,[3 Y:GMOO

mthq 62
f;(wwq DHU

\




ByY e

B e BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
L\ ; m’z!.‘zs J’:UC QUAN LY DUQC Poc 1dp - Tw do - Hanh phiic

SH: 198/ Qb-QLD Ha Ngi, ngay 24 thang 03 ndm 2023

QUYET PINH
"7 viéc ban hmh Danh muc 135 thudc sin xuit trong nwéc
f foc gia han gidy ddng ky lwn hanh tai Viét Nam - Dgt 183

CUC TRUONG CUC QUAN LY DUGC

Can cir Lugt Duege so 105/2016/QH 13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc ning, nhiém vy, quyen han va co cdu t6 chitc ctia B3 Y té;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cia Bg truong By ¥ té quy
dinh chizc nang, nhigm vy, quyén han va co cau t6 chirc ciia Cuc Qudn Iy Ditge thuge
Bo Yté;

Can ctr Théng tr s6 08/2022/TT-BYT ngdy 05/09/2022 ctia Bé tr wong Bo Y té quy
dinh viéc dang ky hew hanh thuéde, nguyen ligu lam thude;

Cén cir ket ludn ciia Hpi dong tie vin cdp gidy ding ky hew hanh thuéce, nguyén ligu
lam thuéce - Bo Y le

Theo dé nghi ciia Trieong phong Bang ky thuée, Cue Quan ly Dicpe.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét djnh nay danh myc 135 thudc san xuat trong
nudce duge cap gidy ding ky luu hanh tai Vigt Nam - Dot 183, cu the

. Danh muc 125 thudc san xudt trong nudc duge gia han gidy dang ky luwu hanh

hiéu lyc 05 ndm (Phu luc 1 kém theo).

2. Danh myc 09 thudc san xuat trong nuée duge gia han gidy ding ky luu hanh
hiéu lyc 03 nam (Phu luc 1l kem theo).

3. Danh muyc 01 thudc san xudt trong nuéc duge gia han ding ky lwu hanh dén
3171272025 (Phy luc 111 kém theo).

Piéu 2. Co sd san Xuét va co sd dng ky thudc ¢4 trach nhiém:

1. San xuét thuoc theo dung cac hé so, tai lifu dd dang ky v6i BO Y té va phai in
s6 dang ky dugc B3 Y té Viét Nam c4p 1én nhén thude.

2. Chi duogc san xuét, dua ra luw hanh cdc thude kiém soat didc biét lghi cd Giéy
chirng nhén du diéu kién kinh doanh duoc pham vi kinh doanh thudc phai kiém sodt dac
biét phi hgp vdi pham vi hoat ddng ciia co s dap tng quy dinh tai khoan 5 Diéu 143
Nghj dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét mt sb
di€u va big¢n phap thi hanh Luét Dugc.

3. Thyc hién vige cdp nhit tiéu chuin chit lwrong cia thude theo quy dinh tai
Thong tr so L1/2018/TT-BYT ngay 04/5/2018 cua B§ truémg Bo Y té quy dinh vé chit
lugng thudc, nguyén liéu lam thudc.

4. Thyuc hién, phdi hop véi co s¢ nhdp khdu thyc hién theo dung quy dinh tai
Cong vin s6 5853/QLD-CL ngdy 19/4/2019 cia Cyc Quan ly Dugc ve viée kiém tra
chat lugng nguyén liéu lam thuoc nhém sartan déi véi cac thudc thudc danh muc tai
Piéu 1 ban hanh kém theo Quyet dinh ndy c6 chita dugc chét thudc nhdém sartan

5. Thudc dugc gia han gidy dang ky luwu hanh tai Quyét dinh nay nhung chua nQp
hd so cdp nhat ni dung nhin thudc, to hu'cmg dan sir dung thude theo quy dinh cia
Théng tw 01/2018/TT-BYT ngay 18/01/2018 cia Bd trudng B Y té thi phai thyc hién




T




cép nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Théng tw s6 01/20 L8/TT-BYT trong
thdi han 12 théng ké tir ngay dugc gia han gidy dang ky luu hanh.

6. Sau 12 thang ké tir ngdy ky ban hinh Quyét dinh néy, cac thude durge gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay aéi vé noi dung hanh chinh (bao
goém ci mau nhin va t& huéng dén sir dung thudc) phai san xuit va Ivu hanh véi cc ndi
dung dd dugc phé duyét thay ddi trong hd so gia han.

7. Co 56 dang ky thudc phai bao dam duy tii didu kién hoat ddng trong thdi gian
higu lyc cla gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong tnrdéng hop
khong con dép img du diéu kién hoat ddng, co s dang ky phai cd trach nhiém thyc hién
thay ddi co s¢ ding ky theo quy dinh tai Thong tir s6 08/2022/TT-BYT trong thdi han
30 ngay ké tir ngay co 80 déng ky khdng con du dleu kién hoat déng.

8. Co s san xuit thubc > phéi bao dam céc diéu kién hoat ddng clia co sg san Xudt
trong thdi han hiéu hee cua gidy dang ky luu hanh thudc, nguyén ligu lam thudc.

9. Céac thuoc dwoc gia han giay dang ky luu hanh tai Quyet dinh ndy dugc txep
fuc sur dung so dang ky da cap truée khi gia han trong thoi han ti da 12 thang ké tir
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

10. Cac thuoc dugc gia han gidy ding ky luu hanh tai Phy luc IT Quyét dinh nay
sau khi hét han gidy ding ky Iuu hanh, trong hé so gia han néu cong ty khong c6 dir ligu
ldm sang chirng minh an toan, higu qua cua thude, Cuc Quén Ly Dugc s& khong tiép tuc

gia han gzay dang ky luu hanh.

Piéu 3. Quyét dinh nay ¢4 hiéu lyc ké tir ngdy k¥ ban hanh.

Pidu 4. Giam déc S& Y té cac tinh, thanh pho trwe thude Trung uong va Gidm
ddc co s¢ san xudt va co s& dang ky ¢6 thude tai Pidu 1 chju trach nhiém thi hanh Quyét

dinh nay./.
Noi nhéan:
- Nhu Diéu 4;
- BT. Pao Hong Lan (dé brc);
- TT. D6 Xuin Tuyén (de b/c);
- Cyc Quin y - B§ Quéc phang, Cuc Y té - B Céng ant,
-CycY té GTVT - B8 Giao thong van tai;
- Téng Cuc Hai quan - B¢ Tai chinh,
- Bao hlem xi hdi Viét Nam;
-Bo Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra
B9, Vin phong HDTV cap GPKLH thude, NLLT;
- Vign KN thuée TU, Vién KN thudc TP. HCM;
- Téng Céng ty Dugc Viét Nam - Cong ty CP;
- Céc Bénh vién, Vu,-n ¢6 giwrdmg bénh true thuoc Bo Y té;
- Trung tim mua sim tap trung thudc quéc gia;
- Cyc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT,;
Website;
- Luu: VT, DKT.

Vit Tudn Cudng







PhylycI
DANH MUC 125 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - DQT 183
(Kem theo Quyét dinh s6: 198.../0P-QLD ngdy24 thing 03ndm 2023
cua Cuc Quan ly Dirgc)

. $6 ding ky
£ Hoat chét chinh - [Dang bdo | Quy cdchdong | Tiéu Tudi gia han S4 lin
STT Tén thuoc . Y . z the £ S .
Ham lwgng che goi chuan X (So ding ky |gia har
(thang) _ o«
da cap)
(1) (2) 3) (4 5) (6) ()} 8) 9

1. Co s& diing ky: Cdng ty Cd phin Duge - Trang thiét bj y té Binh Dinh (BIDIPHAR) (Bja chi: 498 Nguyén Thai Hoc,
phudng Quang Trung, thanh phé Quy Nhon, tinh Binh Binh, Viét Nam)

1.1. Co's& sin xut: Céng ty Cd phin Duge - Trang thiét b y té Binh Dinh (BIDIPHAR) (Dja chi: 498 Nguyén Théi
Hoc, phudng Quang Trung, thanh phé Quy Nhon, tinh Binh Pjnti, Viét Nam)

Hop | vix 10
vién; Hp 2 vi
nhom nhom x 10
I |Bidiclor 500  |Cefaclor S00mg V'i’:}:;“g n;’l‘j:] i‘;‘:i‘;’o usp42 | 36 531331;2?337;253) !
vién; Hop 10 vi x
10 vién; Lo 100
vién; Lo 500 vién
e Hdp 04 vi x 04 —
2 |Biragan 500 |Paracetamot 500mg | ¥ % UM | vien: Hop 12vix | NSX 24 893100038823 | 1 ?s\’\o
st 2 vién (VD-24392-16) TY
Mdi 100ml dung jAlg
dich chira: Dextrose HA
monohydrat 1,5g; . J I
Bitolysis 1,5% [Natri clorid 538mg; |Dungdich| . 893110038923 ﬁé
3 low calci Natri lactat 448mg; tllal}l phan | Tainhya 2 lit NSX 24 (VD-18930-13) 192z
Calci clorid2H,0 | Phicmac
18,3mg; Magnesi
clorid.6H,0 5,08mg
M3i 100mt chira:
Dextrose
manohydrat 4,25g; Dung dich
Bitolysis 4,25% |Natri clorid 538mg; | =, = ~° . . 893110039023
4 Low z alci Natri lactat 448mg; thax?\ phan | Tiinhya 2 lit NSX 24 (VD-18934-13) 1
Calci clorid.2H,0 | Phic mac
18,3mg; Magnesi
clorid.6H,0 5,08mg
. .. . Ao AA Hép 1 lo + | ong
s |calcilinat F100 dA;E izlllctziﬁn(dum iﬁisd:l?f dung moinuc cat | g | oy f 893100391231,
. g pha tiém 10m; (VD-21824-14)
folinat) 100mg tiém N
Hép 10 o
Paracetamol Hop 10vix 10
6 500me Paracetamol S00mg | Vién nén | vién; Hop S0 vix | USP43 36 893100039223 1
8 10 vién (VD-18251-13)
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Tudi $6 dang ky
£ . ' . .a o A A
STT| Tén thude Hoat chat chinh - [Dang P:‘m Quy cac’l‘l dong Tiéu tho gia han ’ S‘o lan
Ham lwgmg che goi chufn (S6 adng ky |gia has
(théng) .
. da cﬁp)

1 (2) 3) (4 (5) (6) (1))} (8 (9
18.1. Co s& sin xuit: Cong ty Cd phin Duge phim Me Di Sun (Pja chi: S6 521, dp An Loi, xi Hoa Loi, huyén Bén Cat,
tinh Binh Duong, Viét Nam)

. .. Viénnén | Hép 10vix (0 893110043723
51 |R R )
ebastric ebamipid 100mg bao phim vién NSX 36 (VD-22928-15) l

19. Co s& @%ing ky: Céng ty C phin Duge phim OPC (Dja chi: 1017 Hong Bang, Quan 6, Tp. Hé Chi Minh, Viét Nam)

19.1. Co s san xudt: Chi nhdnh Céng ty C5 phin Duge phim OPC tai Binh Dirong- nha miy Duge phiim OPC (Dja
chi: S6 09/DX04-TH, Td 7, Ap Tan Hoa, X4 Tan Vinh Hiép, Tan Uyén, Binh Duong, Viét Nam)

Vitamin C

52 1000mg

Vitamin C 1000mg

Vién s

bot

Hép | Tuyp x 10
vién

NSX

30

893110043823
(VD-20781-14)

!

20. Co so dang ky: Cong ty ¢d phin dwge phAm Quing Binh (Dja chi: S6 46, duémg Hiru Nghi, phuéng Bic Ly, thanh phd
Bdng Hai, tinh Quang Binh, Viét Nam)
20.1. Cu'si¥ sin xudt: Cong ty cd phin dwge phiim Quing Binh (Dia chi: $5 46, duomg Hiru Nghj, phudng Bic Ly, thanh
pho Dong Héi, tinh Quang Binh, Viét Nam)

53 [Quanpanto

Pantoprazol (dudi
dang Pantoprazol
natri) 40mg

Vién nén
bao tan
trong rudt

Hop 02 vi x 07
vién; Hop 02 vi x
10 vién; Hop 10 vi

x 10 vién

NSX

24

893110043923
(VD-22208-15)

21. Co s& ding ky: Céng ty C6 phin Dwge phim Sao Kim (Dija chi: KCN Quang Minh, Mé Linh, TP. Ha Noi, Viét Nam)
21.1. Co s& san xudt: Cong ty Cb phin Duge phiam Sao Kim (Dia chi: KCN Quang Minh, Mé Linh, TP. Ha Ngi, Viét Nam)

54 [Carlutin

Glucosamin sulfat
250mg

Vién nang
cling

Hop 10 vix 10

Vién

NSX

36

893100044023

1

(VD-19933-13)

22. Co s& ding ky: Cong ty C6 phin Duge pham SaVi (Dja chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché xuit
Téan Thuau, Phudng TanThudn DPdng, Qudn 7, Thanh pho Ho Chi Minh, Viét Nam)

22.1. Co sé san xudt: Céng ty Cb phan Duge phdm SaVi (Dia chi: L6 Z01-02-03a, Khu Cong nghiép trong Khu C

Tén Thudn, Phudng TanThuin Pong, Quin 7, Thanh phé H6 Chi Minh, Viét Nam)

SaVi Valsartan Viénnén | . . .. 893110044123/
55 80 Valsartan 80mg bao phim Hép 3 vix 10 vién| USP 41 36 (VD-22513-15YR.
. Vién nén . 893100044223 ¢
. . . A 2
56 [SaViBroxol 30 |Ambroxol HCI 30mg i Hop3vix I10vién| WNSX 24 (VD-20249-13) {
Hop 3 vix 10
Paracetamol 325mg; N ca s .
57 [SaViPamol Plus |Tramadol HC1 Vien nen [ viet, .Pfop l{.) XL Nsx 36 893111044323 |
bao phim | 10 vién; Hp | {(VD-21894-14)
37,5mg . a
chai 100 vién

23. Co sér ding ky: Céng ty C6 phan Duwge phim Tenamyd (Dija chi: Lo YO1-02A, dudng Tan Thudn, KCN/KCX Tén
Thugn, Phudng Tan Thuidn Bdng, Quin 7, TP. Hb Chi Minh, Viét Nam)
23.1. Co s san xufit: Cong ty Cb phin Duge phdim Tenamyd (Pja chi: L6 YO1-02A, dudng Tan Thuan, KCN/KCX Tén
Thudn, Phuong Tan Thudn Ddng, Quan 7, TP. Hé Chi Minh, Viét Nam)

s |Cetazidime g:f“é‘:;{;‘z(f;‘i‘g' Botpha [HopOLloiHop 10| (oo | o, | 893110044423 |
2000 ang e tiém lo (VD-19013-13)
pentahydrat 2g
Tenamyd- Cefotaxim (duéi 1 i an | Hop 1 1o; Hop 10 893110044523
39 | cefotaxime 2000 [4218 Cefotaxim bao phim ! NSX 24 1 vD-19445-13)| !
xu natri) 2000mg P 0

24. Co s ding ky: Cong ty Co phan Dwge phiam Trung wong 2 (Dia chi: $6 9 Trin Thénh Tong, phudng Bach Ding,
quén Hai Ba Trung, thanh ph(‘S Ha Néi, Viét Nam)
24.1. Co s& sin xuit: Cong ty Cd phin Duge pham Trung wong 2 (Dja chi: L6 27 khu céng nghiép Quang Minbh, thi trdn
Quang Minh, huyén Mé Linh, thanhphd Ha N§i., Vigt Nam)
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THUYET MINH TIEU CHUAN THANH PHAM THUOC
SAVIPAMOL PLUS (893111044323)

By chat lugng thudc thanh phim SaViPamol Plus (893111044323) duoc Cong ty Cb phan
Dugc pham SaVi (SaVipharm) xay dung theo tiéu chuin co s (TCCS) khéng thay déi so véi TCCS
thube SaViPamol Plus (VD-21894-14) duoc cdp SPK lan diu ngay 08/12/2014.

Béng so sinh dudi day thé hién sy gibng nhau cua tiéu chuin chat rong thuéc thanh phim SaViPamol
Plus (893111044323) va SaViPamol Plus (VD-21894-14):

Bang so sanh TCCL thubc S'aViPamol Plus SDK 893111044323 va VD-21894-14

khéi luong

Chi fitn Tiéu chuan SaViPamol Plus Tiéu chuén SaViPamol Plus
(VD-21894-14) - (TCCS) (893111044323} - (TCCS)
) . Vién nén dai, bao phim mau vang nhat, canh | Vién nén dai, bao phim mau ving nhat, canh
1. Tinh chat s T o o T
va thanh vién lanh lan va thanh vién lanh lan
o Ché phém phai cho két qua dinh tinh caa | Ché phim phai cho két qua dinh tinh cua
2. Pinh tinh . . . .
paracetamol va tramadol hydroclorid paracetamol va tramadol hydroclorid
3.Déd5ngdéu e . . 0 ey £ . . a
+ 5% so vdi khoi lugng trung binh vién + 5% so v6i khoi lugng trung binh vién

4, Do hoa tan

> 75% luong pafacetamol so voi ham fugng
ghi trén nhan dugc hda tan trong 45 phut

> 75% luong paracetamol so véi ham luong
ghi trén nhan duoc hoa tan trong 45 phut

> 75% luong tramadol hydroclorid so vai
ham lugng ghi trén nhén dugc hoda tan trong
45 phut

> 75% lugng tramadol hydroclorid so vai
ham lugng ghi trén nhan dugc hoa tan trong
45 phat

5. Gidi han 4-
aminophenol

Khéng qua 0,01%

Khéng qua 0,01%

6. Dinh lugng

308,75 mg — 341,25 mg (95,0% - 105,0%)
paracetamol (C8H9NO2) so voi ham lugng
ghi trén nhin

308,75 mg — 341,25 mg (95,0% - 105,0%)
paracetamol (C8HINO?2) so véi ham luong
ghi trén nhén

33,75 mg — 41,25 mg (90,0% - 110,0%)
tramado!l 'HCl (C16H25NO2.HCl) so véi
ham lrgng ghi trén nhén

33,75 mg - 41,25 mg (90,0% - 110,0%)
tramadol HCl (C16H25NO2.HCl) so véi
ham Iuong ghi trén nhén

chudn chat luong san pham.

Bang so sanh trén cho thdy tiéu chudn chét luong thudc SaViPamol Plus theo SPK cii (VD-21894-14)
va SDK méi (893111044323) 1a gidng nhau nén viéc thay déi SPK nay khong anh hudng dén tiéu







