BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPjc lap - Tu do - Hanh phic
sé: 4389 /QLD-PK Ha Néi, ngay 20 thang 3 ndm 2019
V/v thay déi to huéng din sir dyung,
mau nhan

Kinh giri:  Céng ty ¢d phan duoc vat tu y té Hai Duong
Pia chi: 102 Chi Ling, thanh pho Hdi Dwong

Ngdy 20/11/2018, Cuc Quan ly Dugc nhén dugce don ding ky thay doi de
ngay 15/11/2018 cua cong ty vé viéc thay doi to hudng dan sir dung, mau nhan
d0i véi thude san xuat trong nudc di duge cap sb diang ky luu hanh;

Cin clr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ciia B truong B
Y té quy dinh viéc ding ky thuéc Théng tu sb 01/2018/TT-BYT ngay
18/01/2018 cua B truong Bo Y te quy dinh ghi nhin thudc, nguyén liéu lam
thude va to hudng dan st dung thudc;

Cin c(r Bién ban tham dinh ho so thay d6i/bd sung cua cong ty, Cuc Quén
Iy Dugc ¢6 y kién nhu sau:

~ Dong y dé cong ty dugc thay ddi t& huéng dan sir dung, miu nhin doi voi
thudc Tam that DHD, s6 dang ky VD-28211-17.

M3iu nhan va t& huéng din st dung thude thay ddi dwoc doéng ddu xac
nhan cia Cuc Quan ly Dugce kém theo Cong van nay.

Ngoai ngi dung dugc thay doi trén, tat ca cc ndi dung khac giir nguyén
nhu ho so dang ky thuoc luu tai Cuc Quan ly Duoec.

Cong ty dang ky, nha san xuét phai chiu trach nhiém vé chiét lugng dbi
v6i thude luu hanh trén thi truong va ¢ trach nhiém thong bao sy thay doi nay
dén cic co quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cong vin nay, cong ty khong dugc san Xuét
thudc trén véi cac ndi dung cii da dé nghi thay doi.

Cuc Quan ly Dugc thong bép dé cong ty biét va thuc hién ding cac quy

dinh cua Viét Nam vé luu hanh thudc./.

Noi nhén: KT. CUC TRUONG
- Nhu trén; ;

- CT. Vii Tuin Cudng (dé blc);
- Luu: VT, BK (Chi).
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HUONG DAN SU DUNG
Tén thube: ““TAM THAT DHD
Doc kj hudng dan sir dung trieée khi dimg. Dé xa tam tay tré em
Thudc nay chi dimg theo don thudc

1. Thanh phén ciia thudc: cho 1 vién nang mém

Thanh phin hoat chiit: Ham luong
Cao kho Tam thét 80 mg
(Tuong duong voi 800mg ré ci Tam thit (Radix Panasis

notoginseng))

Thanh phin td dwoc: Diu diu nanh, Dau co, Sdp ong tring, | Vira du 1 vién
Gelatin, Glycerin, Lecithin, Titan dioxyd, Nipagin, Nipasol, Dung
dich Sorbitol 70%, Ethyl vanillin, Mau Brown HT, Mau Green S, C
Ethanol 96%, Nudc tinh khiét \

2. Dang bao ché: \

Vién nang mém, hinh trdi xoan, mau xanh den, dich thubc bén trong mau nau.
3. Téc dung: Tan @ chi huyét, tiéu sung giam dau.
4. Chi dinh:
- Didu tri cdc trudng hop chay méu, nhit 12 chay méu ¢6 « huyét: Ho ra méau, huyét
khéi, chday mau cam, rong kinh, ti éu tién ra mau.
- Diéu tri sung dau do chén thuong, nguc bung dau nhoéi.
5. Cich dung, liéu dung:
Ubdng 2 vién/ 14n x 3 1an/ ngay.
6. Chong chi dinh
Phu nir ¢o thai.
7. Canh béo va thin trong khi ding thudc:
Thén trong khi dung thubc cho tré em duéi 6 tudi.
8. Sir dung thube cho phu nir ¢6 thai va cho con bi:
- Phu nir ¢6 thai: thude khong dung cho phu nit dang mané thai.
- Str dung thudce cho phu nit cho con b: Khong ¢6 dit ligu vé sir dung thudc trén phu
nit cho con bi. Thén trong khi dung thude cho phu nit cho con bu.
9. Anh hwdng ciia thude 1én kha ning 14i xe, vin hanh may méc
Thuédc khong anh hudng dén kha nang lai xe, van hanh may moc.

10. Twong tic thude, twrong ky ciia th ube:

https://trungtamthuoc.com/



Cén tham vén bac sT khi dang dung dong thoi véi céc loai thude khac. Néu can thém
théng tin xin héi y kién béac sy hodc duge s3.
11. Tédc dung khéng mong mudn ciia thube

- Chua ghi nhén dugce bao cdo vé phan tng c6 hai cua thude.

- Thong bao ngay cho bac sy hodc dugc sy nhitng phan ing ¢ hai gip phai khi sir
dung thudc hogic bao cdo cic phan tng c6 hai cuia thude vé Trung tdm Thong tin thude va
Theo dodi phan tmg ¢6 hai ctia thude.

12. Qui liéu va cach xir tri:

- Khong c6 dit liéu vé sir dung thude qua liéu, khong dung qua liéu chi dinh cua thude.

- Khi ding thude qua liéu chi dinh, cin thong bao ngay cho bac sy dé co phuong
huéng xtr tri kip thoi khi thdy xuat hién ddu hidu bét thudong. Tich cuc theo ddi dé c6 bién
phap xur tri kip thoi
13. Quy cach déng goi:

Hop 3 vi x 10 vién, kém t& huéng din sir dung.
14. Piéu kién bio quan, han ding, tiéu chuin chét lwgng ciia thude:
- Diéu ki¢n bao quan: Noi kho réo, nhiét do khong qua 30°C, tranh anh sang truc tiép.
- Han ding: 36 thang ké tir ngay san xuét.

- Tiéu chudn chdt luong: TCCS it

15. Tén, dja chi, biéu twgng ciia nha fhn xufte * |
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CONG TY CO PHAN DUQC VAT TU' Y TE HAI DUONG
San xuat tqi: 86 102, Pho Chi Ling, Phurong Nguyén Trdi, TP. Hai Dwong, Tinh Hai Dirong
DT: 0220.3853.848  Fax: 0220.3853.848
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. BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DU'O(Z Poc lap - Ty do - Hanh phic
\

_ BIEN BAN
THAM DINH HO SO THAY POV BO SUNG
THUOC TRONG NUGC DA PUQC CAP SPK LUU HANH

LTHONG TIN CHUNG )
I.Tén Cong ty ding ky:Cong ty cd phén dwoc vat tw y té Hai Dwong
Dia chi: 102 Chi Lang, thanh pho Hai Duong

2.Tén Cong ty sin xudt: Cong ty cd phin dwgc vit tiry té Hai Duwong
Dia chi: /102 Chi Lang, thanh phé Hai Duong

3.Tén thudc: Tam thiat DHP
4.86 ding ky:VD-28211-17 Ngay cap SDK:19/09/2017

5.Cong thirc: Cao kho tam thét (twong dwong 800mg r& cui tam that) 80
mg

6.Dang bao ché: Vién nang mém

7.Quy cach dong géi: Hop 3 vi x 10 vién

8. Han dung: 36 thang 9.Tiéu chuén chit lugng:TCCS
10.Cong vin dén s6:4657 Ngay dén: 20/11/2018

ILNOI DUNG PE NGHI THAY POI/BO SUNG

thay déi to huéng dan sir dung, mdu nhén

(Cac ndi dung khac dé nghi xem tai muc C - Pon diing ky thay doi)

IIL. PHAN LOAI THAY POI ‘ ‘
Thay doi l6n O  Thay doi chi can thong béo
Thay d6i nho can phé duyét &} Thay doi khac

oa
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I1L. NOI DUNG VA KET QUA THAM DINH
. (Ngay duaratham dinh:29/11/2018 ) , )
PHAN Y KIEN CHUYEN GIA THAM PINH TIEU BAN PHAP CHE
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Tén chuyén gia Chir ky | Ngay thim dinh Ngi dung dé xuét. ,/
Dong y =
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Y kién tham dinh ho so' bd sung cia chuyén gia

Thim dinh hd so bo sung NOi dung dé xuat
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Phén kién ciia chuyén vién (néu c6):

Y KIEN KET LUAN CUA PHONG PANG KY THUOC

yi419 Jos Tl B &

Tén thudc: Tam that DHD, SDK:VD-28211-17 S5 CV dén: 4657, ngay dén; 20/11/2018
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PHAN Y KIEN CHUYEN GIA THAM PINH TIEU BAN DUCC LY
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Y kién thim dinh hd so' bd sung ciia chuyén gia

Thém dinh hd so' bd sung

Lén

Ngay TD
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Tén thuoc: Tam that DHD, SDK:VD-28211-17
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86 CV dén: 4657, ngay dén: 20/11/2018



