Phu luc
77 BAO CAO PHAN UNG CO HAI CUA THUOC Noi bio céo:
- ADR . . NS P S - .
saizibs THONG TIN VE NGUOI BAO CAO, BENH NHAN VA DON V] BAO CA0 Ma 56 bdo cdo clia dom Vit...ooviiii
i SE DUQC BAO MAT Mi sb béo cao (do Trung tim qudc gia quan 1y):

Xin anh/chi hiiy bdo cdo ké cd khi khéng chdc chdn vé san pham di gdy ra phan img va/hodc khéng cé day dii cdc théng tin

A. THONG TIN VE BENH NHAN

2. Ngay sinh:...... /oo [oviiiiiins 3. Gidi tinh 4. Can nang:

1. Ho va tén: Hodic tudi: ClNam [N

B. THONG TIN VE PHAN UNG CO HAI

(ADR)

6. Phan g xudt hién sau bao lau (tinh tir 1dn dung cudi cing cua thudc nghi

5. Ngay xuét hién phan tmg: ned):

7. M6 ta biéu hién ADR 8. C4c xét nghiém lién quan dén phan tng

9. Tién st (di ung, thai nghén, nghién thuoc la, nghién ruou, bénh gan, bénh
thdn...)

10. Céach xur tri phan Gng

11. Mtrc d6 nghiém trong cuia phan ung

O T vong [ Nhap vién/Kéo dai thoi gian nam vién LD tat thai nhi
[] DPe doa tinh mang [ Tan tat vinh vién/ning né ] Khong nghiém trong
12. Két qua sau khi xir tri phan tng
OTe vong do ADR ) ) [C]Chua h(f)i phuc O H{Si phuc c6 di chiing [(JKhone 1o
CITu vong khong lién quan dén thude DDang hoi phuc [ Hbi phuc khéng ¢6 di ching &
THONG TIN VE THUOC NGHI NGO GAY
S0 lan Ngay didu tri
S ‘ ‘ Dang bao 3 ding Neav/thano/nd
13.Thudc (tén gbc va tén e D Nha L x Liduding | twong | Duong | (Ngay/thang/nam) o £
T . ché, ham . £ So 16 P . \ Ly do dung thuoc
T thuong mai) lron san xuat mot lan ngay/ dung o )
ong tudn/ Bétddu | Két thic
thang.
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STT 14..§au k}n ngung/giam licu cua thudc bi nghi ngo, phan ung c6 dugc cai 15.T4i sir dung thudc bi nghi ngdr c6 xuét hién lai phan tmg khong?
(Twong thién khong?
{mg 13.) Cé | Khong Khong nging/giam liu Khong cé thong tin Co Khong Khong tai sir dung Khong cé thong tin
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16. Céc thuoc dung dong thoi (Ngogi trie cdc thudc dung diéu tri/ khac phuc hdu qud cia ADR)
A . Dang bao ché Ngay diéu tri (ngay/thang/nam) . . Dang bao ché Ngay diéu tri (ngay/thdng/nam)
Tén thudc : ’ Tén thudc : ?

ham luong Bit ddu Két thic ham luong Bit diu Két thic




PHAN THAM DPINH ADR CUA PON VI

17. Danh gia moi lién quan gifra thuoc va ADR

Chic chin O Khéng chic chin L KBAC t e,
[l €6 kha ning Ll Chuaphanloai
O Cothé O Khéng thé phanloai
18. Pon vi thim dinh ADR theo thang nao?
0 Thang WHO [0 Thang Naranjo EJ Thang KhAC:.........oeiiiiiiiii e

19. Phén binh luan cta can bd y té (néu co)

THONG TIN VE NGUOI BAO CAO

20. HO VA 8N .o e Nghé NEhiCP/ChIC VUL ..t
Piénthoai HEN 1ac:. ... ..ot Emaili. .. .o
21. Chir ky Lo X \ o
22. Dang bao c4o: Lhndiw  Hllsung 23. Ngiy bao cdo:......... oo Joveiiiaii

Xin chan thanh ciam on!

Xin hiy bdo cio tit ci cac phan &ng c6 hai ma
anh/chi nghi ngo, déc biét khi:
e Cac phan tmg lién quan t6i thuée méi
e Cac phan tng khong mong mudn hoic
chua duoc biét dén
Cac phan ing nghiém trong
Twong tac thube
Thét bai trong diéu tri
Céc vén dé vé& chit luong thude
Céc sai sot trong qud trinh sir dung thudc.

Miu b4o cio nay dwoce dp dung cho cic phin
rng gy ra béi:
e  Thudc va cac ché phém sinh hoc
e Vicxin
e  Cac thudc cb truyén hodc thude co ngudn
géc duoc liéu
e  Thyc phim chirc ning.

Ngudi bao cdo co thé la:

e Bicsi

e Duoc si

e Nhasi

e Y t4/ diéu dudng/nit ho sinh

e  Cic nha cung cip dich vu chim soc stc

khoe khac.

HUONG DAN LAM BAO CAO

Cach bao cao:

Dién thong tin vao miu bao cao
Chi can dién nhiing phén anh/chi c6 thong tin
C6 thé dinh kém thém mot vai trang (néu mau bao cdo khong du khoang trong dé dién
thong tin hay c6 nhiing xét nghiém lién quan).

e  Xin hily giri bao cdo vé& Trung tim Quéc gia vé Thong tin thudc va Theo dbi phan tmg c6
hai ctia thudc theo céc dia chi sau:

Thu: Trung tim Qudc gia v& Thong tin thudc va Theo déi phan wng cé hai
ciia thude
Trudong Pai hoc Dugc Ha No6i
13-15 Lé Thanh Téng, Quan Hoan Kiém, Ha Noi

Fax: 04.3.9335642

69 Picn thoai: 04.3.9335618

g D Website: http://canhgiacduoc.org.vn

" at
" Email: di.pvcenter@vnn.vn

Anh/chi c6 thé 14y mau bao cdo nay tai khoa Dugc, phong Ké hoach tong hop cua
bénh vién hodc tai tir trang web http://canhgiacduoc.org.vn. Néu cé bit ky thic mic nao,
anh/chi c6 thé lién hé v6i Trung tdm Qudc gia vé Thong tin thude va Theo dbi phan tmg
c6 hai cuia thudc theo sb dién thoai 043 933 5618 hodc theo dia chi email

di.pvcenter@vnn.vn.

Phén danh cho Trung tim DI & ADR Qudc gia

1. Gui xac nhan téi don vi bao cao E O 3. Phan rng da co trong y van/ SPC/ CSDL E O
2. Phan loai phan (mg o E 4. Nhap dit liéu vao hé co so dit lidu quéc gia L0
e []Thudc mdi [Jhuoc cii v [
e [INghiém trong [Xhong nghiém trong ' 5. Nhép dir liéu vao phan mém Vigiflow : O
6. Muc d9 nghiém trong cta phan iing

]

[pe doa tinh mang/ gy tir vong DNheflp vién/ kéo dai thoi gian ndm vién | Gay di tat/ tan tat Lién quan t6i lam dyng/ phu thude thude

7. Giti bio céo t6i hoi dong thim dinh P g even 8. GiibfociochoUMC | i  Eew

9. Két qua tham dinh



http://canhgiacduoc.org.vn
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1 Chéc chén ] Khéng chic chin L KBAC: et

O ¢ khd nang [ Chua phanloai
O] Co thé 00 Khong thé phan [0ai
10. Nguoi quan ly bao cdo 12. Chir ky

11. Ngay:........ [evinins [oviiiiian




