BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc lap - Tw do - Hanh phice

86: /M F/QLD-PK Ha Noi, ngay 09 thang Of nam 2017
V/v bo sung quy cach déng goi

Kinh guri: Cong ty c6 phan TM dugc VTYT Khai Ha.
Dia chi: 2A Phé Ly Bén, T6 2, Ph. Tién Phong, TP. Thai Binh, tinh Thai
Binh.

Ngay 30/12/2016, Cuc Quan ly Duge nhan duge don dang ky thay ao6i dé
ngay 08/12/2016 va céac tai liéu co lién quan cua cong ty (s6 tlep nhan
2133/TDTN) ve viée bd sung quy cach dong géi dbi véi thude san xuit trong
nude da duge cap s6 dang ky luu hanh;

s Cén cir Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B¢ truong Bo
Y té quy dinh viéc dang ky thuoc Thong tu s6 06/2016/TT-BYT ngay
08/03/2016 cua B truong BO Y té quy dinh ghi nhan thudc;

Cin ctr Bién ban tham dinh ho so thay d6i/b6 sung ctia cong ty, Cuc Quan
ly Duge co y klen nhu sau:

E)ong y dé cong ty duge bd sung quy cach dong goi d6i véi thude Tiéu
doc K/H, s6 ding ky: VD-21979-14, cu thé:

- Quy céch dong goi da duyét: Hop 1 1o 100 ml

- Quy cach dong goi bo sung; Hop 25 ong Sml, hop 30 éng Sml, hop 50
ong Sml, hop 15 6ng 10ml, hép 20 6ng 10ml, hop 30 ong 10ml, hop 10 ong
[5ml, hgp 20 6 ong 15ml, hop 30 ong 15ml.

Mau nhan quy cach déng goéi bd sung dugc dong ddu xac nhén cia Cuc
Quan ly Dugc kem theo Cong vén nay.

Ngoai ngi dung dugc thay dbi trén, tat ca cac ndi dung khac gitt nguyén

~ nhu hd so ding ky thude luu tai Cuc Quan ly Dugc.

Cong ty dang ky, nha san xudt phai chiu trach nhiém vé chat luong déi
véi thube luu hanh trén thi truong, ndi dung ghi trén nhan thude, quy dinh vé sé
hiru tri tu¢ lién quan den nhén hiéu hang hod cua thudc va cé trach nhiém thong
bao su thay doi nay dén cac co quan lién quan va khéch hang.

Cuyc Quan ly Dugc thong bao dé cong ty biét va thuc hién ding cac quy
dinh cua Viét Nam vé luu hanh thudc./.

Noi nhin: KT. CUC TRUONG
- Nhu trén; ‘
- Luu: VT, BK (Ng).

‘ uyén TAt Pat
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BO Y TE 4 CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pgc 1ap - Ty do - Hanh phic
BIEN BAN

THAM DINH HO SO THAY POI/ BO SUNG
THUOC TRONG NUGC PA CO SPK

I. THONG TIN CHUNG
1. Tén Cong ty dang ky: Céong ty ) phan TM dwoe VTYT Khai Ha
Dia chi: 2A Phé Ly Bén, Té 2, Ph. Tién Phong, TP. Thai Binh, tinh Thai Binh

2. Tén Cong ty san xuit: Cong ty cd phan TM duge VTYT Khai Ha
Dia chi: 2A Phé Ly Bén, Té 2, Ph. Tién Phong, TP. Thai Binh, tinh Thai Binh

3. Tén thudc: Tiéu dje K/H
4. S6 ding ky: VD-21979-14

5. Tudi tho thudc: 24 thang

6. Cong thirc: M&i lo 100 ml chira céc chét chiét xut tir: Kim ngan hoa 19,7g; B cong
anh 19,7g; Ké dau ngua 12,3g; Ha khé thao 19 ,7g; Tho phuc linh 12,3 g

7. Dang bao ché, ham lugng: Cao long

8. Quy cach dong goi: Hop 1 lo 100 ml

9. Cong van dén sb: 2133

10.Ngay dén: 30-12-2016

11.Ngay nhan ho so tir van thu phong: 07-01-2017

II. NQI DUNG PE NGHI THAY POI/BO SUNG
b6 sung quy cach déng goi;

(Chi tiét noi dung thay d6i:Hop 25, 30, 50 & 6ng 5ml, hop 15, 20, 30 & éng 10 ml, hop 10, 20,

30 6ng 15 ml);

Céc ndi dung khac dé nghi xem muc C - Pon ding ky) -M

B sung lan S6 CVBS Ngay dén

htfps77irungtamtnuoc.com/
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I1I. NOI DUNG VA KET QUA THAM DINH
PHAN Y KIEN CHYEN GIA THAM DINH TIEU BAN PHAP CHE

(Ngay dwa ra tham dinh:  07-01-2017)

: . Dé xuat cia Tiéu ban
o Ng?;;::ﬁm Tén chuyén gia Chir ky = ot
= \/,_ / Sl Dong y
NSV @ijﬁt Jun | L3 Bé sungD
4 f 1 } Lty f\,%{/%mfg M m dh}i—/" Khong dong er

| Tham dinh hé so b sung Pé xuat cua Tiéu ban
pre Ngay TP Tén chuyén gia Chix ky bong | Bo | Khong
i v sung | dongy |
1
2

Y KIEN PHONG PANG KY THUOC

Tiéu djc K/H, VD-21979-14; S cong vin dén 2133, ngay dén: 30-12-2016
https://trungtamthuoc.com/
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PHAN Y KIEN CHYEN GIA THAM DINH TIEU BAN BAO CHE, BO ON DINH
(Ngay dwa ra tham dinh:  07-01-2017)

Ngay tham T . Chir ky Dé xuat cua Tiéu ban ’
dih : én chuyén gia ﬂ Dong yB/
20t | Mg U Vaddy L | AL 36 sung ]
v " T =
27{/? / m’ }"_Z"ﬁ*yw "2 VA& Q/V Khong dong fl:l
, .

Tham dinh ho so bé sung Dé xuat cua Tiéu ban
Lan Ngay TP Tén chuyén gia Chir ky ang Bo KPong
y sung | dongy
1
~’ 2

Y KIEN PHONG PANG KY THUOC

7’6/5/'47/3" W_} 7%‘; 7(/}/

Tiéu dfc K/H, VD-21979-14; S6 cong vin dén 2133, ngay dén: 30-12-2016
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