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Phu luc 5

BAO CAO PHAN NG CO HAI CUA THUOC

e THONG TIN VE NGU'O'I BAO CAO, BENH NHAN VA BON V| BAO CAO

= SE BUQC BAO MAT

Xin anh/chj hdy bao céo ké cé khi khéng chéc chan vé sdn phdm da géy ra phan ting va/hodc khong cé day du cac théng tin

A. THONG TIN VE BENH NHAN

3. Gigi tinh
[J Nam [ Nov

1 HO VAN oo 4. Can nang

B. THONG TIN VE PHAN UNG CO HAI (ADR)

6. Phan (ng xudt hién sau bao lau (tinh t&r 1an ding cudi

5. Ngay xuat hién phan ung:.......... fovesernnn [ooiioiiiinininnns cling clia thudc nghi NGO):.....veiiiiiiiiiiiiiii

7. M6 ta biéu hién ADR 8. Cac xét nghiém lién quan dén phan rng

9. Tién st (dj tng, thai nghén, nghién thudc 14, nghién ruou,
bénh gan, bénh thén...)

10. Cach xt tri phan trng

11. Mtrc d6 nghiém trong ctia phan trng
[JT& vong

[ Di tat thai nhi
[] Pe doa tinh mang

[J Khéng nghiém trong

[] Nhap vién/Kéo_dai thoi g‘ian nam vién
[ Tan tat vinh vién/nang né

12. Két qua sau khi x& tri phan &ng

OT vong do ADR [ Chwa hdi phuc 1 Héi phuc ¢6 di chirng

[IT& vong khéng lién quan dén thudc [OPbang hdi phuc [1 Héi phuc khong co di chieng [ Khéng rd
C. THONG TIN VE THUOC NGHI NGO GAY ADR
Lidu Sd?]:]a; Ngay didu tri
S | 13.Thuéc (tén gbc va Dang bao Nha P dung trong Puong (Ngay/théang/nam) Ly do
T ta : chée, ham X £ SO 16 N N N dung
T én thwong mai) lvong san xuat mot ngay/ dung o ] thude
i lan tuan/ Bat dau | Kétthuc
thang.
i
ii
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STT 14.Sau khi nglrng/gidm lieu clia thudc bi nghi ngo, phan tng cé 15.Tai s dung thudc bj nghi ngd cé xuat hién lai phan
(Twong | dweec céi thién khéng? trng khong?
‘1"2% Cé | Khéng | Khéng ngirng/gidm lidu | Khéng c6 thdng tin cé Khong | Khong tai siv dung *fr:‘g:g o
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16. Céac thudc dung dong thoi (Ngoai triv cac thude dung diéu tri/ khac phuc hdu qua cla ADR)
R " Ngay dieu tri R ; Ngay diéu tri
Tenthusc ~ D3nd baoche,  (ngaylthéng/nam) Tén thubc Dang bao ohé, (ngay/thang/nam)
ong B4t dAu Két thic it Bat dAu Két thiic




D.PHAN THAM DPINH ADR CUA DON VI

Ll Chéc chén
O Co kha nang
O Cothé

17. Banh gia mdi lién quan giiva thuéc va ADR

Khéng chac chan
[0 Chwa phan loai
[0 Khéng thé phan loai

18. Bon vi tham dinh ADR theo thang nao?
[ Thang WHO

[ Thang Naranjo

19. Phan binh luan ctia can bo y t& (néu co)

E. THONG TIN VE NGUOI BAO CAO

21. Chir ky

22.

Dang baocao: [ Lan daw/ [ B& sung

Xin chan thanh cam on!

HWGNG DAN LAM BAO CAO

Xin hdy bao céo tat ca cac phan trng cé
hai ma anh/chi nghi ngo, dac biét khi:

e CAc phan tng lién quan téi thubc

méi

. Céc phan (ng khong mong muén
hoac chwa dwoc biet den
Cac phan trng nghiém trong
Twong tac thubc
Thét bai trong diéu tri
Cac véan dé vé chét lwgng thudc
Céc sai sot trong qua trinh st dung
thudc.

M3u bao cao nay dwoc ap dung cho cac
phan trng gay ra béi:
e Thubc va cac ché phdm sinh hoc
e Vicxin
e Cac thudc cb truyén hozc thube co
nguon goc duoc liéu
e Thwc phdm chirc néng.

Ngwoi bao cao cé thé la:

. Bac si

. Duwoc st

. Nha st

e Y t&/ didu dwdng/ni ho sinh

e  Cac nha cung cép dich vu chdm séc

strc khde khac.

Céach bao cao:

e  Dién thong tin vao mau béo cao

e Chican dién nhitng phan anh/chj c6 théng tin

e Co6 thé dinh kém thém mot vai trang (néu mau bao cao khong dd
khoang tréng d& dién thong tin hay cé nhirng xét nghiém lién quan).

e  Xin hay gl bao céo vé& Trung tdm Quéc gia vé Théng tin thudc va
Theo déi phan (rng cé hai cua thyéc theo cac dia chi sau: i

Thuw: Trung taim Quoc gia ve Thong tin thuoc va Theo

doi phan @ng c6 hai cia thuoc

= Trwdng Pai hoc Dwgc Ha Noi

13-15 Lé Thanh Téng, Quan Hoan Kiém, Ha Noi

Fax: 04.3.9335642

bién thoai: 04.3.9335618

Website: http://canhgiacduoc.org.vn

Email: di.pvcenter@vnn.vn

Anh/chj co thé 1dy mau béo céo nay tai khoa Dugc, phong Ké hoach
tng hop clia bénh vién hoc tai tir trang web http://canhgiacduoc.org.vn. Néu cé
bt ky thac méc nao, anh/chj c6 thé lién hé véi Trung tm Québc gia vé Théng tin
thudc va Theo dsi phan (ng c6 hai cia thudc theo sé dién thoai 043 933 5618
hoac theo dia chi email di.pvcenter@vnn.vn.

Phan danh cho Trung tam DI & ADR Quéc gia

1. Guixac nhan t¢i don vi bao cao [0 | 3. Phankng da co trongy van/ SPC/ CSDL O

2. _Phan loai phan @ng 4. Nhap di liéu vao hé co s& di liéu quéc gia 0

. Thubc mai O Thuéc cii L] 5. Nhao di 50 vao ohan mam Vigif

. O Nghiém trong O Khéng nghiém trong ) ap dirlieu vao phan mem Vigitow O

6. Murc do nghiém trong clia phan rng

[1De doa tinh mang/ gay ~ [INhap vién/ kéo dai thoi gianndm [ Gay ditat/tan [ Lién quan t¢i lam dung/ phu

t&r vong vién tat thudc thude

7. G b4o c4o t6i hoi ddng tham dinh . '}‘gay i 8. Guibaocaocho UMC | [] Ng/ay o

9. K&t qua thdm dinh
] Chéc chén ] Khéng chéac chan E0 KRAC:. ...
L Co kha nang O Chuaphanloai
[ cothé [ Khéngthé phanloai

12. Chbr ky
10. Nguwdiquan Iy bao CA0............cceiviiiiiiiiiiicc 11. Ngay:........ o I

Phu luc 5: Théng tw 23/2011/TT-BYT: Huéng din sir dung thudc trong cic co s6' y té ¢6 giwong bénh
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