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BOYTE CONG HOA XA H QI CHU NGHIA VIET NAM
Sb: 45 /2011/TT-BYT Poc lap - Tw do - Hanh phuc
Ha Noi, ngay 21 thang 12 am 2011

THONG TU
Sira doi, bé sung mit 0 diéu cia Quyét dinh 8 1570/2000/@-BYT ngay 22/5/200Qia Bj

truong B3 Y ¥ Vé viéc trien khai &p @ng nguyéndc “Thyc hanh 8t phong kim nghém thuc”;

Quyét dinh s 2701/2001/@-BYT ngay 29/6/200Lia Bj truong B3 Y € vé viéc trién khai &p
dung nguy@ndc “Thuc hanh 6t bao quin thwc”; Théng tr s6 06/2004/TT-BYT ngay 28/5/2004
hiong din sin xuit gia cdng thdc; Quyét dinh 3886/2004/@-BYTngay 13/11/2004ia B Y

té vé viéc trien khai &p @ng nguyéndc, tiéu chdn “Thuc hanh 6t sin xuit thusc” theo khuyn
cdo aia To chirc Y € thé gidi; Théng tr s6 13/2009/TT-BYT ngay 01/9/2008acBs Y € hudng
ddn hait déng théng tin qung céo thdc; Thdng tr so 22/2009/TT-BYT ngay 24/11/2008adBj

Y ¥ quydinh \é ding ky thdc; Théng tr s6 47/2010/TT-BYT ngay 29/12/201@dmg din hast

déng xuit khdu, nhip khiu thusc va bao bi #ip xuc tuec tiép Wi thudc

0 Can ar Luat Dugc £ 34/2005-QH-11 ngay 14 thang 6m 2005;

0 Can ar Nghi dinh $ 188/2007/Nb-CP ngay 27/12/2007aa Chinh ph quy dinh chic
nang, nhém vu, quyén han va 6 chirc bd may B Y té;

0 Bo6 Y té husng din viéc trién khai &p dng nguyénic, tiéu chdn “Thuc hanh 6t phong
kiém nghém thsc”, “Thuc hanh ét bao quan thudc”, “Thuc hanh ét san xuit thusc”, huong
dan sin xuit gia cdng théc, thdng tin qéng céo thdc, heong din haat dong xuit khau, nhip
khau thubc va bao bi ép xuc tire tiép véi thude, quydinh v dang ky thidc nhr sau:

Piéu 1. Sira d6i, bé sung bt sb diéu cia Quyét dinh sb 1570/2000/@-BYT ngay
22/5/2000 éa Bj trwéng B Y té vé viéc trién khai ap dung nguyén fic “Thwc hanh %t
phong kiém nghiém thuéc” nhw sau:

1. Sraddi, bd sungdiém 2.2 khan 2 Pfan Ill nhu sau:

“2.2. Kiém tra va ép gidy chang nhin

2.2.1.bang ky kiém tra:

Cac © s sau khi ¢ kiém tra, danh giadat nguyén ic “Thuc hanh ét phong kém
nghiém thubc”, gii 01 by hd so dang ky kiém tradén Cuc Quan Iy duoc - Bo Y té. Ho so dang
ky bao gm:

- Truong hop dang ky kiém tra Bn dau:

(1) Ban dang ky kém tra “Thuc hanh &t phong kém nghém thudc” (miu 01/GLP Ph
luc & 1);

(2) Ban sao Gy phép thanhdp a s haic Gidy dang ky kinh doanh hix Gidy ching
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nhan dau tu cé chr ky caa chi co s vadong diu xac niin cia @ so;

(3) S dd to chirc, bién ck cua @ so;

(4) So 6 vi tri dia ly va thét ké caa phong Km nghém:;

(5) Danh mac thiét bi phan tich 6a @ s;

(6) Danh mac cac lai phép thir (phrong phap) va/hic cac lai san phim oo ¢ thuc hién
kiém tra clit luong;

- Truong hop dang ky tai kém tra:

(1) Ban dang ky tai kém tra “Thrc hanh 6t phong kém nghém thubc” (mau 02/GLP
Phi luc & 1);

(2) Ban sao Gy phép thanhdp o s haic Gidy dang ky kinh doanh hix Gidy ching
nhan dau tu cé chr ky caa chi co s vadong diu xac niin cia @ o;

(3) B&o céo kiic phuc cac én tai trong kiém tra n trudc;

(4) B4o c4o ning thaydéi cua ar s trong 03 @m trién khai “Thrc hanh &t phong kém
nghiém thubc” va o so lién quan, du co.

2.2.2. Kém tra va ép gidy ching nkin

a) THim quyén thim dinh b so, kiém tra, dp gidy chang ntin va tiéu chén can b
kiém tra:

* Tham quyén:

- Bo Y té ra Quyt dinh thanh 4p doan kém tra va ép Gidy ching nHin dat nguyén ic
“Thuc hanh &t phong kém nghém thubc” déi véi Vién Kiém nghém thudc Trunguong, Vién
Kiém nghm thubc thanh ph HS Chi Minh va Vén Kiém dinh Quc gia VAc xin va Sinh pAm
y té.

- Cuc Quan ly duoc ra Quyt dinh thanh 4p doan kém tra va ép Gidy ching nhin dat
nguyén fic “Thuc hanh &t phong kém nghém thudc” dbi véi cac Trung tam Kim nghém duoc
phdm, my phim tinh, thanh ph tryc thudc Trunguong, cac o s kiém nghém aia doanh
nghiép, cac phong Em nghiém doc lap hay phong Km nghém tr nhan.

* Tiéu chuiin can b kiém tra:

- Can 1o c6 trinhdo dai hoc tro 1€n, co kinh nglim trong cdng tac dun ly dugc noi
chung va cong tac &n tra clit luong thubc néi riéng.

- C6 phrong phép thanh tra, &in tra khoa hc, arong quyét; c6 kha nang phat hén
nhanh cac sai sotia @ s dong thyi phai dua radugc cac bén phap cé tinh thuéy phuc gitp ©
s khic phuc thiéu sot.

- Trung thrc, khach quan va nghiémioch chip hanh cac quy éh quy dinh phéap lat
trong qua trinh Kim tra.

- CAdu sirc khoe, khéng nac cac Bnh truyén nhém.

b) Thim dinh H so va 6 chac kiém tra
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- Sau khi nin h so dang ky kiém tra @ia @ si theo quydinh ti diém 2.2.1 Phn nay,
Cuc Quan ly duoc tién hanh thm dinh b so (c6 bién Bn thim dinh).

- Trong vong 05 ngay lamad ké tir ngay nln dugc hd so va phi thm dinh theo quy
dinh, @ quan qgén ly phai théng bao cho®ss vé tinh tang b so néu chra dat yéu du haic ké
hoach kiém tra.

- Trong vong 20 ngay lamag ké tir ngay thdng bao&haoach kiém tra, @ quan gan ly
phai tién hanh kém tra thrc € tai co 0.

c) Kiém tra, xr Iy két qua kiém tra va ép gidy ching nhin

* Kiém tra

- Poan kém tra co trach nkim kiém tra toan B cac hat dong mia @ s theo cac nguyén
tic “Thuc hanh ét phong kém nghém thubc” va cac quidinh chuy@n mén B hanh.

- Cac © v dang ky kiém tra “Thec hanh &t phong kém nghém thudc” phai tién hanh
béao cdo bng s dd, biéu dd va cac & liéu ngin gon \é tinh hinh hat dong, cdng tac tén khai
ap ding nguyénic “Thyuc hanh ét phong kém nghém thubc”.

- Bién kin kiém tra phii chi rd c&c én tai trong viéc trién khai &p dng nguyénic “Thuc
hanh &t phong kém nghém thuc” tai co 3. Trong trong hop khéng nlt tri voi y kién aia
doan kém tra, bién Bn phai ghi rd fit ca cac y kén bao lvu cia @ 5. Bién tin duoc pha trach
co s cuing trang doan kém tra ky xac nbn; 1am thanh 034n: 01 kin luu tai co sd, 02 k&N luu
tai Cuc Quan ly duoc.

* Xt ly két qua kiém tra va ép gidy chang nhin:

- Trwong hop 1: Néu oo sd duoc kiém tradapting cac nguyénit “Thuc hanh 6t phong
kiém nghém thubc”, co quan gan ly cé tim quyén theo quydinh ti tiét adiém 2.2.2 Phn nay
cAp Gidy chang nHin dat nguyén ic “Thuc hanh &t phong kém nghém thubc” trong vong 05
ngay lam véc ké tir ngay Kt thic visc kiém tra.

- Trong hop 2: Dbi véi co s dugc kiém tra & co ban dap ung nguyénic “Thuc hanh
t6t phong kém nghém thudc” con mdt 5 ton tai nhung khdnganh hrong d&én két qua kiém
nghiém va c6 tk khic phuc duoc trong thyi gian ngin, Poan kém tra § yéu @u oo sd bao céo
khic phuc, sra chia.

Co s phai khic phic, sra chira va bao caod qua khic phuc nhiing Hn tai ma doan
kiém trada néu ra trong biénah giri vé Cuc Quan Iy duoc.

Truong Doan kém tra Hng hop, bdo cdo ngHi co thim quyen xem xétdé cip Gidy
chang nHin dat nguyén dc “Thuc hanh &t phong kém nghém thubc” hoic ao quan gén ly co
thim quyén phai c6 thdng béo & qua chinh thirc cho @ si trong vong 05 ngay lam &d ké tir
ngay nfin duoc béo céo ki phic.

Qua 02 thang&tir ngay Kt thac vic kiém tra, rtu oo s khéng gri bdo céo khic phuc
hop 1é thi phai tién hanh Bp hd so diang ky kiém tra hi tir dau.
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- Trwong hop 3: Béi voi co s chra dap tng nguyén ic “Thuc hanh ét phong kém
nghiém thusc”, co so phai tién hanh klic phuc sra chira cac dn tai. Sau khi tr kiém tradanh gia
dat yéu du, @ sd tién hanh Bp hd so lai tir dau.

* Pang ky tai kém tra

- Gidy chung nhin dat nguyén ic “Thuc hanh 6t phong kém nghém thubc” cé gia ti
03 rim ké tir ngay ky.

- binh ky 03 nim 01 An, trudc khi GAy chang nHin dat nguyén ic “Thuc hanh 6t
phong kém nghim thubc” hét han 02 thang, € s phai nop hd so dang ky tai kém tra, tir cac
truong hop dot xuat do @ s haic Bo Y té (Cuc Quan |y duoc) yéu du.

- Co s sau khida rop hd so dang ky tai kém tra \dn dugc phép kém nghém thudc theo
pham vi quy dinh trong Gay ching ntin “Thuc hanh &t phong kém nghém thuc” va Giy
ching nkin du diéu kién kinh doanh théc (dang con Hu lyc).

- Trong qué trinh Km tra, fu phat hén oo s cé cac én tai & mac do anh hrong
nghiém tong i két qua kiém nghém hay hat dong aia @ so, truong doan kiém tra Bp bién
ban, bao cao ngpi c6 thim quyén ra quyt dinh xr Iy chinh thic.”.

2. Sraddi, bd sung niu don dang ky “Thuc hanh &t phong kém nghiém thubc” tai Muc
E PHin IV: Mdu & 01/GLP, Ph luc 1.

Piéu 2. Sra d6i, bé sung mbt sb didu cia Quyét dinh sb 2701/2001/@-BYT ngay
29/6/2001 éa Bj trwéng Bo Y té vé viéc trién khai &p dung nguyén fic “Thwc hanh %t bao
quan thudéc” nhw sau:

1. Sradéi, bd sung khén 2.2 Muc 2 Pfin Il nhu sau:

“2.2.Dang ky kiém tra:

Céc © v sau khi & kiém tra,danh giadat nguyén dc “Thuc hanh &t bao quan thuc”,
gri 01 by hd so dang ky kiém tradén co quan co6 thm quyén quydinh tai diém 2.3.1 PAn nay.
Hb so dang ky gom:

- Truong hop dang ky kiém tra Bn dau:

(1) Ban dang ky kiém tra “Thec hanh 6t bao quan thudc” (mau 01/GSP Phluc $ 2);

(2) Ban sao Gy phép thanhdp o s haic Gidy dang ky kinh doanh hix Gidy ching
nhan dau tu cé chr ky caa chi co s vadong diu xac nfin cia @ so;

(3) Tai liéu, chrong trinh va b&o céo tonittvé huin luyén, ddo wo “Thuc hanh ét bao
quan thuic” tai co so;

(4) So d6 6 chic aia @ s5;

(5) S 6 vi tri dia ly va thét ké caa kho;

(6) Danh mac thiét bi bao quan cia @ o;

(7) Danh nmac cacddi tuong dugc bao quan vadiéu kién bao quan twongtng.

- Truong hop dang ky tai kém tra:
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(1)- Ban dang ky tai kém tra “Thuc hanh ét bao quan thubc” (Theo ndu 02/GSP Phluc
2);

(2) Ban sao Gy phép thanhdp o s haic Gidy dang ky kinh doanh hix Gidy ching
nhan dau tu cé chir ky caa chi co s vadong diu xac nfin cia @ so;

(3) B&o céo kiic phuc cac én tai trong kiém tra n trudc;

(4) B&o céo ning thayddi cia & sv trong 03 am trién khai “Thuec hanh 6t bao quan
thudc” va h so lién quan, Bu co.

2.3. THm quyén thim dinh b so, kiém tra, dp gidy ching ntin va tiéu chan can 1
kiém tra:

2.3.1. TAm quyén:

a) Gic Quan ly duoc chu trach nhdm tiép nhin va thim dinh h so dang ky, thanhdp
doan kém tra, 6 chac kiém tra thrc t tai co sd va dp Gidy ching nHin dat nguyén dc “Thuc
hanh 6t bao quan thubc” di véi nhitng @ s& lam dch w bao quan thihce.

b) S Y té tinh, thanh pé truc thubc Trunguong roi cé dia diém kho- @ia @ v diang ky
kiém tra “Thyc hanh ét bao quan thubc” chiu trach nhdm tiép nhan va thim dinh H so dang ky,
thanh ip doan kém tra, t chic kiém tra thrc t tai co s va dp Gidy ching nHin dat nguyén
tic “Thuc hanh ét bao quan thubc” ddi véi cac trdng hop con hi.

2.3.2. Tiéu chén can 1 kiém tra;

- Can 1o c6 trinhdo dai hoc tro 1€n, co kinh nglim trong cdng tac dun ly dugc noi
chung va céng tacib quan thudc néi riéng.

- C6 phrong phép thanh tra, &in tra khoa hc, arong quyét; c6 kha nang phat hén
nhanh céac sai sétia @ s dong thyi phai dua radugc cac bén phap cé tinh thuéy phuc gitlp ©
s khic phuc thiéu sot.

- Trung thrc, khach quan va nghiémioh cHip hanh cac quy éh quy dinh phéap lat
trong qua trinh Kim tra.

- Codu siac khoe, khéng mic cac inh truyén nhém.

2.4. Thm dinh b so va © chic kiém tra

- Sau khi nn hd so dang ky kiém tra ¢ia @ s theo quydinh ti khoan 2.2 Pln nay, ©
quan gan ly cé thim quyén theo quydinh fai diém 2.3.1 PAn nay tén hanh tAm dinh b so (c6
bién Bn thim dinh).

- Trong vong 05 ngay lamad ké tir ngay nlin dugc hd so va phi thm dinh theo quy
dinh, @ quan qén ly phai thdng béo choess vé tinh tang b so néu chradat yéu du haic ké
hoach kiém tra.

- Trong vong 20 ngay lamad ké tir ngay thdong baodhaach kiém tra, @ quan gan ly
phai tién hanh kém tra thrc € tai co 0.

2.5. Kiém tra, > ly két qua kiém tra va ép gidy ching nhin
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* Kiém tra

- Poan kém tra co trach nkim kiém tra toan b cac hat dong aia @ s theo cac nguyén
tic “Thuc hanh ét bao quan thubc” va cac quidinh chuy&én mén B hanh.

- Cac © s dang ky kiém tra “Thrc hanh &t bao quan thudc” phai tién hanh bao céo
bang s» 46, biéu d6 va cac & liéu ngin gon Vé tinh hinh hat dong, cong tac tén khai ap dng
nguyén iic “Thuc hanh ét bao quan thue”.

- Bién kin kiém tra phii chi rd c&c én tai trong viéc trién khai &p dng nguyénic “Thuc
hanh 6t bao quan thubc” tai co s5. Trong trong hop khéng nlt tri vai y kién cia doan kém
tra, bién lan phai ghi rd tit ca cac y kén bao lvu cia @ sd. Bién kin duoc phu trach o o cung
truong doan kém tra ky xac néin; 1am thanh 034m: 01 kin luu tai co sd, 02 Bin luu tai co quan
quan ly ra qut dinh thanh4p doan kém tra.

* Xir ly két qua kiém tra va ép gidy chang ntin:

- Truong hpp 1: Néu oo so dugc kiém tradap tng cac nguyénit “Thuc hanh ét bao
quan thusc”, co quan gan ly c6 thim quyén theo quydinh ki diém 2.3.1 PAn nay ép Gidy
chang nHin dat nguyén ic “Thuc hanh &t bao quan thubc” trong vong 05 ngay lam & ké tir
ngay Kt thuc vic kiém tra.

- Trong hop 2: Dbi véi co s duge kiém tra \& co ban dap ang nguyénic “Thuc hanh
t6t bao quan thudc” con ot sb ton tai nhung khénganh hrong d&én chit luong thibe duoc bao
quan va cé tk khic phuc dugc trong thvi gian ngin, Poan kém tra € yéu du o sd bao céo
khic phuc, sra chia.

Co s phai khic phic, sra chira va bao caod qua khic phuc nhiing Hn tai ma doan
kiém trada néu ra trong biénah gii vé co quan gan ly ra qugt dinh thanh4p doan kém tra.

Truong Doan kém tra tng hop, bdo cdo nghi co thim quyen xem xétdé cip Gidy
chang nHin dat nguyén ic “Thyuc hanh &t bao quan thubc” haic co quan gén ly phai c6 théng
bao Kt qua chinh thic cho © v trong vong 05 ngay lam & ké tir ngay nn dugc bao cao
khic phuc.

Qua 02 thang&tir ngay Kt thic vic kiém tra, rtu oo s khéng gri bdo céo khic phuc
hop 1é thi phai tién hanh Bp hd so diang ky kiém tra hi tir dau.

- Trwong hop 3: Déi véi co s chra dapung nguyénic “Thuc hanh ét bao quan thue”,
co s phai tién hanh kiic phac sra chira cac én tai. Sau khi tr kiém tradanh giadat yéu éu, a
so tién hanh Bp hd so lai tir dau.

* Pang ky tai kém tra

- Pinh ky 03 nim 01 &n, treée khi Gidy chang nhin “Thyuc hanh ét bao quan thube” hét
han 02 thang, € s phai nop hd so dang ky tai kiém tra, tir cAc torong hop dot xuit do @ s
hoic co quan gan 1y yéu déu.

- Co sd sau khida mp hd so dang ky tai kEm tra \in duoc phép Bo quan thuic theo
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pham vi quydinh trong Gay ching nHin “Thuc hanh &t bao quan thubc” va Gidy ching nHin
du diéu kién kinh doanh théic (dang con Hu hrc).

- Trong qué trinh Km tra, ®u phat hén oo s cé cac &n tai & mic d6 anh hrong
nghiém tong ©i chét luong thibc dugc bao quan, treong doan kém tra Bp bién kn, bao céo
ngudi ¢O thim quyén ra quyt dinh xi ly chinh thic.

2. Sradoi miu & 03-GSP/MB: Miu s 01/GSP va Mu $ 02/GSP Pt luc 2.

3. Giy chang nHin dat nguyén ic “Thuc hanh 6t bao quan thube” co gia ti 03 rim ké
tir ngay ky. Cac Giy ching nhin duoc Cuc Quan ly duoc cip trude day c6 thi han hiéu luc 1a
02 nim duoc tiép tuc gia han thoi gian hait dong thém 01 #m ké tir ngay &t han. Cac Quan ly
duogc ban hanh quy dinh gia lin kém theo danh sach céae & dugc gia han hiéu lec Gidy
chang nhin dat nguyén dc “Thuc hanh ét bao quan thue”.

Piéu 3. Sra dbi, bé sung mdt sb6 diéu cia Thong tr sb 06/2004/TT-BYT ngay
28/5/2004 éa Bj Y té hwéng din san xuit gia cong thubc nhw sau:

1. Sraddi, bd sungdiém 1.1. kh@an 1 Muc | nhr sau:

“1.1. Béi tugng &p aing: To chic, doanh nglép, ca nhana xuit duoc phim.*

2. Bai b diém 1.3 khan 1 Muc 1.

3. Sradbi, bd sung khén 1 Muc Ill nhu sau:

“1. Diéu kién dé duoc dung tén |a Bé&n nin gia cong

La a sd san xuit dugc Cuc Quan ly dugc cip Gidy ching nHin “Thyuc hanh bt san xuit
thudc (GMP)” phul lop v6i du dinh sin xuit gia cong théic. Truong hop thubc nhan gia cdng la
thudc déng y, thibc c6 ngwn goc tir duoc lidu, a s nhan gia cong &n xuit thubc phai tuan thi
theo quidinh aia Bo Y té V@ 19 trinh dat tiéu chin GMP”.

4. Sraddi, bd sungdiém 1.1 khan 1 Muc V nhr sau:

“1.1. Hd so dang ky thibc sain xuit gia cong baodm 01 kin chinh va 02 4n chup tiéu
chuin, phrong phap Km nghém.”

5. Sradbi, b sung tiéuté diém 2.1 khan 2 Muc V nhr sau:

“2.1. H5 so diang ky thibc cia @ s san xuit trong nrge dat gia cong 8n xuit thudc
dang c6 8 dang ky ru hanh 4i Viét Nam: ”

6. BS sung vaaiiém 2.1 khan 2 Muc V nhr sau:

“2.1. HO so ky thuat cu thé thuc hién theo quydinh ti Piéu 19 Théngw 22/2009/TT-
BYT ngay 24/11/2009i@ B Y té huéng din viéc diang ky thibc. ”

7. BS sung vaatiém 2.2 khan 2 Muc V nhr sau:

“2.2. HO so ky thuat cu thé thuc hién theo quydinh ti Piéu 19 Théngw 22/2009/TT-
BYT ngay 24/11/2009i@ B Y té husng din viéc dang ky thibc. ”

Piéu 4. Sira dbi, bd sung nbt sb diéu cia Quyét dinh 3886/2004/@-BYT ngay
13/11/2004 da B Y té vé viéc trién khai &p dung nguyén fic, tiéu chuin “Th we hanh tt
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san xuét thuéc” theo khuyén céo dia Té chirc Y té thé gioi nhw sau:

1. Sraddi, bd sung khan 2 Muc Il nhu sau:

“2. Thu tuc dang ky kiém tra:

a)bang ky kiém tra:

Céc © v sau khi tr kiém tra,danh giadat nguyén ic, tiéu chédn “Thuc hanh ét san
xuat thudc”, gai 01 b hd so dang ky kiém tradén Cuc Quan ly duoc - By Y té. HO so dang ky
bao gm:

- Truong hop dang ky kiém tra Bn dau:

(1) Ban diang ky kiém tra “Thrc hanh 6t sin xuit thudc” (Theo mdiu 01/GMP 4i Phy luc
s6 3);

(2) Ban sao Gy phép thanhdp oo s haic Gidy dang ky kinh doanh hix Gidy ching
nhan dau tu cé chr ky caa chi co s vadong diu xac niin cia @ so;

(3) S 6 t6 chirc, nhan 8 cua @ ;

(4) Tai liéu, chrong trinh va bao céo ténittvé huin luyén, dao to “Thuc hanh bt san
XU4t thudc” tai co s;

(5) Sv @6 vi tri dia va thét ké coa nha may, baodgn v 46 mat bang Hng the; so dd
dudng di caa céng nhan;sdd duong di caa nguyén Bu, bao bi, ban thanh fim, thanh phm;
so dd hé thdng cung &p nuéc phuc vu sain xut; so dé cung é@p khi cho nha may;osdd thé hién
cac dp do sach aia nha may; ®do xu ly chét thai.

(6) Danh nac thiét bi hién c6 @ia nha may.

- Truong hop dang ky tai kém tra:

(1) Ban dang ky kiém tra “Thuc hanh 6t san xut thudc” (mau 02/GMP Ph luc $ 3);

(2) Ban sao Gy phép thanhdp oo s haic Gidy dang ky kinh doanh hix Gidy ching
nhan dau tu cé chr ky caa chi co s vadong diu xac niin cia @ so;

(3) B&o céo kiic phuc cac én tai trong kiém tra n trudc;

(4) B4o céo tomit haat dong a1a a» sd trong 03 @M qua;

(5) B&o céo ning thayddi cia a s trong 03 @m trién khai “Thec hanh &t san xut
thudc” va h so ¢6 lién quan, éu co.

b) Yéu du diéu kién vé san xuit thir d6i véi co so dang ky kiém tra Bn dau:

Co sv phai san xuit it nhit 03 16 $in phim trén day chudn dang ky kiém tradé thim
dinh quy trinh &n xuit va cac ¥n dé lién quan nir danh gia hdu nang thiét bi san xut, cac tén
ich phu tro, thim dinh quy trinh ¢ sinh;danh gia #Bing hec va sr phi lop caa cac hat dong bio
quan, kiém nghém thudc dbi vsi day chuygn dang ky kiém tra. Cac i dung nay phi thé hién
day du trong 1 so 16 san phim va céc b so, tai liéu cé lién quan.”

2. Sraddi, bd sung khan 3 Muc Il nhu sau:

“3. Kiém tra va ép Gidy chang nHin
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3.1. THm quyén thim dinh b so, kiém tra, dp gidy ching ntin va tiéu chan can 1
kiém tra:

a) THim quyén

Cuc Quan ly dugc chiu trach nhém tiép nhin, thim dinh b so dang ky kiém tra, thanh
lap doan, 6 chirc kiém tra thrc t tai co s va dp Gidy ching ntin dat nguyén ic, tiéu chédn
“Thuc hanh ét san xuit thubc” cho @ o sau khi kém tradat yéu du GMP.

b) Tiéu chdn can I kiém tra:

- Can B co trinhdd dai hoc tro 1én, 1& droc 5§ dai hoc, ky s hod héc ki su vi sinh, ¢co
kinh nghim trong hat dong sin xuit va/hdic kiém tra/quin ly chit luong thubc va coéng tac
quan ly dugc.

- CHdu sirc khoe, khéngdang ndic cac Bnh truyén nhiém.

- C6 kén thrc, kinh nghém vé kiém tra GMP: Nim viing cac nguyénit, tiéu chdn
GMP, d& duoc dao to huin luyén vé GMP va thanh tra, km tra GMP.

- C6 phrong phéap thanh tra, &n tra khoa hc, arong quyét; cé khi ning phét hin
nhanh céac sai sotia @ s dong thyi phai dua radugc cac bén phap cé tinh thuéy phuc gitp ©
s khic phuc thiéu sét.

- Trung thrc, khach quan va nghiémioch chip hanh cac quy éh quy dinh phéap lat
trong qué trinh Kim tra.

3.2. Trinh t, tha tuc tiép nhan, thim dinh H so, kiém tra, ép gidy ching nHin

a) Thim dinh 1 so va 6 chac kiém tra

- Sau khi nn h so dang ky kiém tra @ia @ so theo quydinh fai diém a Muc 2 Phin
nay, Gic Quan ly duoc tién hanh thm dinh b so (c6 bién n thim dinh).

- Trong vong 05 ngay lamad ké tir ngay nln dugc hd so va phi thm dinh theo quy
dinh, @ quan qén ly phii thdng bao bng vin ban cho @ s Vé tinh tang b so néu chra dat
yéu du haic [&n K hoach kiém tra.

- Trong vong 20 ngay lamad ké tir ngay thdng baodhaoach kiém tra, @ quan gan ly
phai tién hanh kém tra thrc € tai co 0.

b) Kiém tra, xr ly két qua kiém tra va ép gidy chang nhin

* Kiém tra:

- boan kém tra c6 trach nkim kiém tra toan b cac hat dong cia @ s san xuit thubc
theo cac nguyéridt, tiéu chdn GMP-WHO va céc quiinh chuyén mon Bin hanh.

- Cac © s dang ky kiém tra phii tién hanh bao céoiahg sy 46, biéu d6 va céc 8 liéu
ngin gon Vé tinh hinh hat dong, céng tac tén khai &p dng nguyénic, tiéu chén “Thyuc hanh
t6t san xuit thusc”.,

- Khi kiém tra GMP, cac ha dong aia @ s phai dang tén hanh.

- Bién kan kiém tra phii chi rd cac én tai trong viéc trién khai 4p dng GMP i co 5.



www.cpharma.vn CPIlol'mo

Trong trong hyp khéng nlt tri véi y kién caia doan kém tra, bién bn phai ghi rd it ca cac y
kién bao lvu cia @ so. Bién kin duoc phy trach @ s cling trong doan kém tra ky xac nhn;
lam thanh 03 4n: 01 kn leu tai co s, 02 kan luu tai Cuc Quan ly duoc.

* Xir ly két qua kiém tra va ép gidy chang nhin:

- Trwong hop 1: Néu oo s dugc kiém tradap ung cac nguyénit, tiéu chén GMP-
WHO, Cuc Quan ly duoc cip Gidy chang nhin dat nguyén ic, tiéu chdn “Thuc hanh dt san
xuat thubc” trong vong 05 ngay lam & ké tir ngay Kt thac vic kiém tra.

- Truong hop 2: Déi véi co s duoc kiém tra \& co ban dap tng nguyénic, tiéu chédn
GMP-WHO con nit sd ton tai nhung khénganh hrong dén chit luong aia thubc va c6 th khic
phuc duoc trong tvi gian ngin, Poan kém tra $ yéu éu o s bao céo kfic phic, sra chia.

Co sv phai khic phic, sra chira va bao cao& qua khic phuc nhiing Hn tai ma doan
kiém tradad néu ra trong biénah giri vé Cuc Quan Iy duoc.

Truong Boan kém tra Hng hop, béo cdo Gc trudng xem xétdé cip Gidy ching nhin
dat nguyén ic, tiéu chdn “Thuc hanh 6t san xuit thuc” hoac Cuc Quan 1y duoc phai cé théng
b&o Kt qua chinh thrc cho @ sv trong vong 05 ngay lam & ké tir ngay nin dugc bao céo
khic phuc.

Qua 02 thang&tir ngay Kt thac vic kiém tra, rtu oo o khéng gri bao céo khc phuc
hop 1é thi phai tién hanh Bp hd so diang ky kiém tra hi tir dau.

- Truong hop 3: Bdi voi co s chua dap ting nguyénic, tiéu chdn GMP-WHO, © s
phai tién hanh kic phic sra chira cac én tai. Sau khi tr kiém tradanh giadat yéu du, @ so
tién hanh Bp hd o lai tir dau.

* Pang ky tai kém tra

- Pinh ky 03 ram 01 An, treée khi Gy chang nHin dat nguyén ic, tiéu chidn “Thuc
hanh 6t san xuit thubc” hét han 02 thang, ¢ so phai nop hd so dang ky tai kém tra, tér cac
truong hop dot xuat do @ s haic Bo Y té (Cuc Quan |y duoc) yéu du.

- Co v sau khida mp ho so diang ky tai kEm tra Vin duoc phép 8n xuit theo plam vi
quy dinh trong Gay ching nhin “Thuc hanh ét san xuit thudc” va Giy ching nhin da diéu
kién kinh doanh théic (dang con Hu hrc).

- Trong qud trinh Kim tra, rtu phat hén c & cé vi pam anh hréng nghiém tsng i
chit luong mdt hoic nhiéu sin phim thibe, teang doan kém tra Bp bién kan, bao cdo ngpi c6
tham quyén ra quit dinh xr Iy chinh thirc.”.

3. Sraddi Mau 5 01/GMP va Mu s 02/GMP Quyt dinh 3886/2004/®-BYT: Mau $
01/GMP, Miu s 02/GMP (Ph luc 3).

4. Gidy chiing nhin dat nguyén ic, tiéu chdn “Thuc hanh 6t san xuit thubc” co gia ti
03 nim ké tir ngay ky. Cac Gy chiing nHin dugc dip truge day c6 thvi han hiéu luc 1a 02 mm
duoc tiép tuc gia hn thoi gian hait dong thém 01 #m ké tr ngay et han. Cuc Quan 1y duoc
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ban hanh qudt dinh gia lan kém theo danh sach cée 8 duoc gia han hiéu luc Gidy ching
nhan dat nguyén 4c, tiéu chdn “Thuc hanh ét san xuit thusc”

Piéu 5. Sra dbi, bé sung Thong r s6 13/2009/TT-BYT ngay 01/9/2009im B Y té
hwéng din hoat déng thdng tin quang céo thubc nhw sau:

1. Sraddi, bd sung khén 1PDiéu 4 nhr sau:

“1. Pon vi dang ky théng tin, ging cdo théc theo quydinh i Thdng tr nay phii nop
phi thim dinh b so theo quydinh aia phap lat hién hanh khi Ap hd so diang ky théng tin,
quang c&o thdc tai co quan tép nhan hd s0.”

2. Bai b cacdiém b va d khan 1Diéu 28.

3. Sraddi khoan 4Diéu 28 nhr sau:

“4. Thé Nguoi gisi thiéu thubc co gia tr 05 rim ké tir ngay ép. Néu mudn duoc dp lai
the Nguoi gici thiéu thudc, don vi phai nop lai hd so trude khi the Nguoi gidi thiéu thube hét han
mot thang.,

4. Bai b diém b khan 1Diéu 29.

5. Sraddi khoan 1Biéu 30 nhr sau:

“1. Cacdon vi truéc khi théng tin, qang cao théc phai gai 01 by hd so ding ky théng
tin, quang céo théc vé Bo Y té (Cuc Quan ly dugc)”.

6. Sraddi mau 1a-QC: Miu 1a-QC Ph luc 4.

7. Sraddi mau 2a-QC: Miu 2a-QC Ph luc 4.

Piéu 6. Sira ddi, bé sung mdt sb6 diéu cia Théng tr sb 22/2009/TT-BYT ngay
24/11/2009 da B Y té quy dinh vé diang ky thudc nhe sau:

1. Sraddi, bé sungdiém c vadiém d khain 4Diéu 10 nhr sau:

“c) Nhan thiéc: 02 B miu nhan thit ké. Cac nhan naguoc gin trén ghy A4 c6dong
diu giap lai @a @ s diang ky hdic o s san xuat. Khi tién hanhdang ky ki, khéng yéu au nop
lai nh&n gu khéng cé thayéi so Wi dang ky Bn dau”

“d) Théng tin @n prim: To Huéng din sr dung hdic Thong tin cho &nh nhan, Toémit
dic tinh én phim theo quidinh di vai tirng laai thudc trong tng c6déng diu giap lai Ga @ so
dang ky hdic oo s san xuit. Khi tién hanhdang ky ki, khéng yéu du nop lai Théng tin én
phAm réu khoéng c6 thaytéi so Wi diang ky An dau”

2. Sradoi, bd sungdiém d vad khoan 6Diéu 10 nhr sau:

“d) Gidy chang nHin dat tiéu chudn thuc hanh ét san xuit thudc (GMP-WHO) (khéng ap
dung dbi cac @ s san xuit thubc trong mrge), 1ISO hac cac giy chang nhin dat tiéu chudn
tuong duong phii do @ quan c6 thm quyén & nuéc Xuit Xt cap, c6 xac nhn tén vadia cH nha
san Xuit.

d) Gidy chang nhin du diéu kién kinh doanh théc cia @ s dang ky ¢ tié 1 ban chinh

hoic ban sao do doanh ngf tir X4¢ nfan (treong hop oo o diang ky khac o si san xuét) ”
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3. Béi b diém e khan 6Diéu 10.

4. Sradoi diém b khain 3Piéu 17 nhr sau:

“b) Phan II. H6 so chit lugng: Treong hop hd so dang ky n dau da thrc hién theo B
hd so ky thuat chung ACTD, khidang ky ki chi yéu déu nop Tiéu chédn va phrong phap km
nghiém thanh pAm.”

5. Sraddi, bd sung khan 5 va khan 8Pbiéu 18 nhr sau:

“5. Gidy ching nhin dua diéu kién kinh doanh théc réu 1a @ s kinh doanh théc caa
Viét Nam.”

“8. Gidy chirng nHin GMP dia @ s san xuét thudc neéc ngodi Bu ar s dang ky thibc
nop FSC hac CPP khéng c6 x&c fh oo s sin xuit dat tiéu chin GMP. Trong hop ¢é nhéu
co s tham gia vao qua trinks xuit thubc, a s dang ky thibc nop gidy chang nkin GMP a@ia
tat ca CAC © S san xuit ¢ tham gia trong qué trinfrsxuit ra thanh phm.”

Piéu 7. Sira ddi, bé sung bt sb6 diéu cia Thong tr sb 47/2010/TT-BYT ngay
29/12/2010 da B Y té hwéng din hoat dong xuit khéau, nhap khiu thudc va bao bi tép
xUc twc tiép véi thude nhw sau:

1. Sradéi, bd sungdiém e khan 2Diéu 4 Théngt sb 47/2010/TT-BYT nix sau:

“e) Thudc vién tro, vién tro nhandao, thubc hiém, thubc cho nhu éu diéu tri caa Bénh vién
c6 han dung én hon haic bing 24 thang, 4n ding condi caa thibc phai con Bi thiéu 12 thang
ké tir ngaydén cang Viét Nam. Tiong hop thibc ¢6 han dung didi 24 thang thi hn ding con
lai ké tir ngaydén cang Viét Nam i thiéu phai bang 1/3 fan ding @a thic;”

2. Sradoi khoan 2Diéu 12 nhr sau:

“2. Doanh nghip gii hd so dén Cuc Quan ly dugc- Bo Y té. Trong thdi han 07 ngay lam
viéc ké tir khi nhan duoc hd so hop 18, Cuc Quan Iy duoc- Bo Y té xem xét dp gidy phép nhp
khau. Treong hop khéng ép gidy phép, @Gic Quan ly dugc- Bd Y té ¢6 van ban tra 16i doanh
nghiép va néu rd ly do.”

3. BS sungdiém d khoan 1Biéu 17 nhr sau:

“d) S6 luong xin nHip khau phai phi bop voi quy mé @n xudt, nghién éu, kiém nghém,
kiém dinh. Trong hop sau khi 8n xuit ther, nguy@n Bu nhap khiu con dr ma coéng ty mén
dua vao én xuat thc da duoc dip $ dang ky thi phi bao céo ¢ Cuc Quan Iy duoc & luong
tdn, han dung, tinh &g chit luong va xin phémiugc sr dung dé san xuit thudc thanh pAm.”

4. B5 sungdiém e khan 1Diéu 17 nhr sau:

“e) Ban sao Gdy chung nhin du diéu kién kinh doanh théc c6déng diu caa doanh nglép
déi voi truong hop doanh nglép lan dau tién xin nkp khau thuide lam mu.”

5. Sradéi Mau & 13a, 13b: Mu s 13a, Miu $5 13b Phu luc 5.

6. Sradoi diém b khain 1Piéu 22 nhr sau:
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“p) Van ban cho phép nip khiu cia @ quan c6 thm quyén cia nrgc nhap khau (ban
chinh, n sao hac kan dich tiéng Viét daptng quydinh ti tiét 1, 2 va 3diém a khan 11Piéu

4 cia Théng i sb 47/2010/TT-BYT).”
7. Bai b diém d khan 1Diéu 22.
Piéu 8. Hiéu lwc thi hanh

Thong tr nay c6 hdu lec thi hanh k tir ngay 05 thang 02im 2012 . Cac quytinh trudc

day trai \i quy dinh i Théng tr naydéu bai .

Trong qua trinh the hién, réu c6 khé kiin vudng mic, & nghi cacdon vi phan anh kp

thoi v& Cuc Quan ly duoc - B Y té dé nghién ¢u sraddi, bd sung cho phudp./.

Noi nhan:

- Vin phong Chinh ph(Phong CB, Gng
Thong tindién tir Chinh phi, Cuc KSTTHC);
- B truong, cac T truong BO Y té;

- B6 Tu phép (Gic Kiém tra \an ban quy plam
phap ldt);

- B Tai chinh;

- B6 Khoa hyc va Cong ngt

- Bo Cong Throng;

- Bo Cong an;

- Bo Giao thong ¥n tai (Cuc Y t giao théng
van tai);

- Bo Quic phong (@c Quéan y);

- UBND céc tnh, TP trre thuwe TU;

- Cac My, Cuc, Thanh tra B Y té;

- S5 Y té cac tnh, thanh pé truc thue TU:

- Tong Cong ty doc VN;

- Hiép hoi SXKDDVN;

- Phong Kém soat TTHC- n Phong B Y té;
- Cong Thong tindién tr Bo Y té;

- Luu: VT, PC, QLD (2 &n).

KT.BQ TRUONG
THU TRUONG

Cao Minh Quang
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Phu luc 1
Mau sb: 01/GLP: Mau don dang ky kiém tra GLP
Téndon vi cha quan CONG HOA XA HOI CHU NGHIA VIET NAM
Tén don vi Déc ldp - Tu do - Henh phac

..., hgay .... thadng ....am .....

PON PANG KY KI EM TRA “TH UC HANH TOT
PHONG KI EM NGHI EM THU OC”
Kinh gi: Cuc Quan ly dugc - By Y té

1- Tén ¢ s0:
2-bia cH (try 5 chinh va phong Em nghiém)
3-bién thai: Fax: E-Mail:
4- Quyt dinh thanh4p oo s (hoic Gidy dang ky kinh doanh hix Gidy chang nhin dau
110) < TR o [o TR A
Thi hanh Quit dinh & 1570/2000/@-BYT ngay 22/5/2000 i@ B trusng Bo Y té vé
viéc trién khai ap dng nguyénic, tiéu chdn “Thuc hanh &t phong kém nghém thiic”, sau
khi tién hanh & thanh tra, ¢ sd ching tdi xindang ky wi Bo Y t& (Cuc Quan ly dugc) duoc
kiém tra “Thyc hanh 6t phong kém nghém thubc” vao Hit ky thoi gian nao va camé khic
phuc kip thoi nhitng ©n tai ghi trong bién Bn kiém tra.
Chang t6i xin gi kem kan dang ky nay cac taidu lién quan saday:
(1)- Bin sao Gdy phép thanhab oo s haic Gidy dang ky kinh doanh hx Gidy ching nHin
dau tr c6 xac nhn cia @ s,
(2)- & d6 t6 chic, bién ck cia @ s5;
(3)- & dd vi tri dia ly va thét ké caa phong kdm nghém:;
(4)- Danh mc thiét bi phan tich a @ so;
(5)- Danh mc céac lai phép thr (pheong phap) va/hix cac lai san pim o s thuc hién
kiém tra clit luong./.
Phu trach don vi

(Ky tén va déng diu)
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MAu sb: 02/GLP: Mau don dang ky tai kém tra GLP
Téndon vi cha quan CONG HOA XA HOI CHU NGHIA VIET NAM
Tén don vi Doc ldp - Tu do - Hanh phuc

..., hgay .... thadng ....am .....

PON DANG KY TAIKI EM TRA “TH UC HANH TOT
PHONG KI EM NGHI EM THU OC”
Kinh gi: Cuc Quan ly dugc - By Y té

1- Tén ¢ s0:
2-Pia cH (try b chinh va phong Em nghiém)
3-bién thai: Fax: E-Mail:
4- Quyt dinh thanh 4p oo s (hoic Gidy dang ky kinh doanh hix Gidy chang nhin dau
) SO e, dO cvvreean A
Thi hanh Quit dinh & 1570/2000/@-BYT ngay 22/5/2000 i@ B trusng Bo Y té vé
viéc trién khai 4p dng nguyén ic, tiéu chdn “Thuc hanh 6t phong kém nghém thudc”, sau
khi tién hanh & thanh tra, ¢ s chiing tdi xindang ky Wi Bo Y té (Cuc Quan Iy dugc) duoc tai
kiém tra “Thyc hanh &t phong kém nghém thuic” vao kit ky thoi gian nao va camék khac
phuc kip thoi nhitng ©n tai ghi trong bién Bn kiém tra.
Chang t6i xin @i kem kin dang ky nay cac taidu lién quan saday:
(1)- Bin sao Giy phép thanhab o s haic Gidy diang ky kinh doanh ha Gidy ching nhin
dau tr c6 xac nhn cia @ sv;
(2)- B&o c&o Kt phuc cac én tai trong kiém tra Bn truéc:
(3)- B&o cAo thagbi cua @ s trong 03 @m trién khai./.
Phu trach don vi
(Ky tén vadong dau)
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Phu luc 2

Mau sb 01/GSP:Mau don dang ky kiém tra “Thuc hanh 6t bao quan thudc”

Téndon vi cha quan CONG HOA XA HQOI CHU NGHIA VIET NAM
Tén don vi Déc ldp - Tu do - Henh phac

..., hgay .... thang ....am .....

PON PANG KY KI EM TRA “TH UC HANH TOT BAO QUAN THUOC”
Kinhgi: oo

1- Tén ¢ s0:
2-bia ch (tru s chinh va kho &o quan)
3-bién thai: Fax: E-Mail:
4- Qui¥t dinh thanh4p oo v (haic Gidy dang ky kinh doanh ha Gidy ching nHin dau
) SO e, dO cvvreean A
Thi hanh Quyt dinh  ....../2001/®-BYT ngay .... thang....am 2001 éa Bj truong Bo
Y té V& viéc trién khai &p dng nguyénic “Thuc hanh 6t bao quan thudc”, sau khi tén hanh i
thanh tra, ¢ sd chdng téi xindang Ky Wi ............... dugc kiém tra “Thec hanh &t bao quan
thudc" va cam Kt khic phuc kip thoi nhitng ©n tai ghi trong bién bn kiém tra.

Chang t6i xin @i kem kin dang ky nay cac taiéu lién quan saday:

(1)- Tai liéu, chrong trinh va bao céo tonittvé huin luyén, dao ko “Thuc hanh bt bao
quan thuic” tai co so;

(2)-Ban sao Gy phép thanhab o s haic Gidy dang ky kinh doanh hi Gidy ching
nhan dau tu cé xac nhn cia & s5;

(3)- So 6 t6 chirc cia @ ;

(4)- So @6 vi tri dia ly va thét ké caa kho;

(5)- Danh muc thiét bi bao quan cia @ so;

(6)- Danh muc cacddi tuong duoc bao quan vadiéu kién bao quan trongung./.

Phu trach co sor
(Chir ky, ghi ré he tén, d6ng diu)
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MAu sb: 02/GSP. Mau don dang ky tai kém tra GSP:

Téndon vi chi quan Cong hoa xa Wi chi nghia Viét Nam
Tén don vi Déc ldp - Tu do - Henh phdc

..ngay .... thang ...amm .....

PON PANG KY TAIKI EM TRA “TH UC HANH TOT
BAO QUAN THUOC”
Kinhgai: oo
1- Téng s0:
2-bia ch (tru s chinh va kho &o quan)

3-bién thai: Fax: E-Mail:
4- Qui¥t dinh thanh4p oo v (haic Gidy dang ky kinh doanh ha Gidy ching nHin dau
) SO e, dO cvvreean A

Thi hanh Quyt dinh  ....../2001/®-BYT ngay .... thang....am 2001 éa Bj truong Bo
Y té V& viéc trién khai &p dng nguyénic “Thuc hanh ét bao quan thudc” , sau khi #n hanh
thanh tra, ¢ sd chdng téi xindang Ky Wi ............... dugc kiém tra “Thec hanh &t bao quan
thudc" va cam Kt khic phuc kip thoi nhitng ©n tai ghi trong bién bn kiém tra

Chang t6i xin @i kem kin dang ky nay cac taiéu lién quan saday:

(1)-Ban sao Gy phép thanhab o s haic Gidy dang ky kinh doanh h Gidy ching
nhan dau tu cé xac nhn cia @ sv;

(2)- B&o céo kit phuc cac dn tai trong kiém tra Bn trudc;

(3)- B&o c&o thayldi cua @ si trong 03 @m trién khai./.

Phu trach co sor
(Chir ky, ghi rd he tén, déng diu)
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Phu luc 3

MAu sb: 01/GMP: MAau don dang ky kiém tra “Thyc hanh &t san xut thubc”

Téndon vi cha quan CONG HOA XA HQOI CHU NGHIA VIET NAM
Tén don vi Déc ldp - Tu do - Henh phac

..., hgay .... thang ....am .....

PON PANG KY KI EM TRA “TH UC HANH TOT SAN XUAT THUOC”
Kinh gi: Cuc Quan ly dugc - By Y té
1- Tén ¢ s0:
2-bia ch (tru s& chinh va nha may)
3-bién thai: Fax: E-Mail:
4- Quyt dinh thanh 4p oo s (hoic Gidy dang ky kinh doanh hix Gidy chang nhin dau
) SO e, dO cvvreean A
Thi hanh Quit dinh $ 3886/2004/@®-BYT ngay 03 thang 1&m 2004 @a Bj trusng
Bo Y té Vvé viéc trién khai 4p dng nguyénic, tiéu chdn “Thuc hanh ét sain xuit thubc” theo
khuyén céo @a T6 chic Y té thé giéi, sau khi tén hanh & thanh tra vatanh giadat nguyén ic,
tiéu chuin “Thuc hanh &t san xuit thudc”, co s chiing tdi xindang ky Wi Bo Y té (Cuc Quan
ly duoc) duoc kiém tra GMP-WHQOd6i véi cac day chusn sin xuit thuc: ...
Chung t6i xin @i kém kin dang ky nay céac taidu lién quan saday:
(1)- Bin sao Gdy phép thanhab oo s haic Gidy ding ky kinh doanh hix Gidy ching nHin
dau tr c6 xac nhn cia @ sv;
(2)- & d6 t6 chirc, nhan 8 cua @ O;
(3)- Tai lu, chrong trinh va bao céo ténittvé huan luyén, dao o “Thuc hanh ét san xuit
thubc” tai co so;
(4)- & dd vi tri dia ly va thét ké caa nha may;
(5)- Danh mc thiét bi hién c6 d@ia nha may.
Phu trach co sor

(Ky, ghi r6 ho tén, @6ng diu)
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MAu sb: 02/GMP: Mau don ding ky tai kém tra GMP
Téndon vi cha quan CONG HOA XA HOI CHU NGHIA VIET NAM
Tén don vi Doc ldp - Tu do - Hanh phuc

..., hgay .... thadng ....am .....

PON PANG KY TAIKI EM TRA “TH UC HANH TOT
SAN XUAT THUOC”
Kinh gi: Cuc Quan ly dugc - By Y té
1- Téne 0
2-bia ch (tru so chinh va nha may)
3-bién thai: Fax: E-Mail:
4- Quyt dinh thanh4p oo s (hoic Gidy ding ky kinh doanh hix Gidy ching nhin dau
) SO e, dO cvvreean A
Thi hanh Quyt dinh $ 3886/2004/®-BYT ngay 03 thang 1&m 2004 @a Bj truong

Bo Y té Vvé viéc trién khai 4p dng nguyénic, tiéu chdn “Thuc hanh ét sain xuit thubc” theo
khuyén céo @a T6 chic Y té thé gi¢i, sau khi tén hanh & thanh tra vatanh giadat nguyén ic,
tiéu chuin “Thuc hanh &t san xuit thudc”, co s chiing ti xindang ky Wi Bo Y té (Cuc Quan
ly duoc) duoc kiém tra GMP-WHO46i vai cac day chudn sin xuit thubc: ... (ghi rd nling day
chuyén méi dang ky kiém tra B sung, du co)....

Chung t6i xin @i kém kin dang ky nay cac taidu lién quan saday:

(1)- Bin sao Gdy phép thanhab oo s haic Gidy ding ky kinh doanh hix Gidy ching nHin
dau tr c6 xac nhn cia @ sv;

(2)- B&o céo kit phuc cac dn tai trong kiém tra Bn truéc;

(3)- BAo cAo tomit hoat dong aia @ sd trong 03 @M qua;

(4)- B&o céo riing thaydéi cia a so trong 03 @m trién khai “Thec hanh 6t san xuit thudc”
va b so ¢6 lién quan, éu co.

........... ,hgay thang am
Nguwoi phu trach/Chua co sor
(Ky, ghi rd hy tén,dong diu)
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Ma

Phu luc 4
u 1a-QC: Mau don d& ngh cip thé nguoi gidi thiéu thubc
cong hoa xa i cha nghia viét nam

Poc lap - Tw do - Hanh phuc

PON PE NGHI CAP THE NGUOI GI Ol THI EU THUOC

Kinh gi#i: S¢' Y ¥ tinh (thanh phd).......

1. Téndon vi cir nguoi gisi thiéu thudc:

2. Dbiach:

3. S6 dién thaai, Fax, E-mail :

4. S gidy phép hat dong aiadon vi:

5. Danh sach nimg ngroi dé ngh cip the : Nguoi gidi thiéu thubc

S6 Ho va tén Ngay/thang/ @m Trinh do Pang ar tra

TT sinh chuyén mon tai

6. Don vi (ghi tén @a don vi nop hd so) cam Kt da va & td chac cac &p huin luyén, dao wo
vadao ko thuong xuy@n cho nimg ngroi gidi thiéu thude (1) NHing kién thic vé thubc ma
ho s gi6i thiéu va (2) NHing quy cké chuy&én mdn ¢ lién quan.

7. Xin gui kémdon nay:

Ban sao ¥in hing hadic ching ch chuy@n mén
Danh nuc mit hangdugc phan céng @i thiéu aia trng ngroi
Ban cam Kt caa ngroi duoc tuyén dung, phan céng gi thiéu thubc cam Kt d& rim vitng va
thuc hién dang céc n ban quy ptam phap ldt vé dugc c6 lién quan.
Gidy ching nhin tap huin Nguoi gisi thiéu thudc aia @ s tap huin do B Y té quy dinh.
Gidy xac ntin thoi gian it nkit hai rim hat dong ti co so'y, duoc hop phap.
Ngay thang am
Tha trwong don vi
(Ky téndéng diu)
Ghi rd b, tén ngroi ky
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Mau 2a-QC:M4au don diing ky ho so hdi thao gii thi éu thude

Cong hoa xa i chu ngha viét nam

Poc 1ap - Tw do - Hanh phc

GIAY PANG KY HO SO HQI THAO GIOI THI EU THUOC

Kinh giti : Sé Y té tinh/thanh phé .....
1. Téndon vi dang ky 1 so :
. biach:

. S dién thaai, Fax, E-mail :

. Ho, tén, $ dién thaai caa ngrodi hodac bd phan chiu trach nhdm dang ky H so:

2

3

4. S gidy phép hat dong :

5

6. Danh muc thibc diang ky Hoi thao cho can by té :

STT Tén thuéc S dang ky Pdi twong Lan thi
duw hpi thao
1
2
3
7. Diadiém va thvi gian dr kién t chic hoi thao :
8. Cam Kt caadon vi dang ky i thao thube :

Chung t6ida nghién ¢u ky Thong tr husng din haat dong théng tin, qéang céo théc
cua Bo truong Bo Y té ban hanh ngay ... va candtkss tuan thi cac quydinh aia Théng tr vi
siuc kha: va loi ich aia ngroi bénh.

Tén inh/thanh ph, ngay ...thang.....am
Thi trwong don vi
(Ghi rd chirc danh)
(Ky tén ,dong diu)
Ho va tén @a ngroi ky
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Phu luc 5
MAiu sb 13a

TEN DOANH NGHI EP XUAT KH AU CONG HOA XA H QI CHU NGHIA VIET NAM

Pjc lap — Tw do — Hanh phuc

PON HANG XUAT KH AU THUOC GAY NGHI EN
(HOAC THUOC HUONG TAM TH AN, TIEN CHAT DUNG LAM THU OC)
Kinh gii : Cuc Quan ly dugc — Bé Y tO

Tén,dia cH cbng

STT| Ténthwc, ham | Hoat | Pon | S6 dang |S6 lugng| Tén thbc gay nghén (hdic| Tong $ khoi lugng | Tén,dia cH
ty nhap khiu- Tén

lwong, chng bao ch,| chit |vi tinh| ky (néu thudc hudng tAm thn, tién | thubc gay nghin cong ty an
quy cachiong goi co) chit dung 1am théc) - Ham| (haic thudc huéng  |xuét - Tén nrée nuGe
luong c6 trong Kon vi d& | tam thn, tién chit
chia léu haic chra chia léu| dung lam théc) tinh
ra gam

1

2
Cura khiu dy dinh € xudt hang (ghi rd tén san baygittang):
(**) Doanh nghigp xin cam Kt thic hién theo lp dong xuit khiu va khéngutu hanh cac én phim chra diroc aip & dang Ky keu hanh i Viét Nam va

san phim Wi mdu nhan gn xuit dé xudt khau.
Chua y: (*) Tén vadia cH caa Cong ty 8n xuit, Cong ty nip khau phai ghi day du, chi tiét.
(**) Truwong hop xin xuit khiu thuc chra cd $K lieu hanh
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Noinhan: Ngay... thang...am....
- Cuc Quan ly dugc- Bé Y tO Giamddc DN xuit khéu
- Luu tai don vi (Ghi r6 lv tén, ky,dong diu)
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MAau sb 13b
TEN DOANH NGHI EP XUAT KH AU CONG HOA XA H QI CHU NGHIA VIET NAM
SO: e, Poc lap — T do — Hanh phic
PON HANG XUAT KH AU THUOC GAY NGHI EN (HUONG TAM TH AN, TIEN CHAT DUNG LAM THU OC)
& dang phéi hep
Kinh gri: Cuc Quan ly dugc — By Y Té

STT| Tén thwc, ham| Hoatchit | Pon | S6 [Tén hat chit gay nghén (haic haat| Tong $ khdi luong hait | Tén,dia cH [Tén,dia ch

luong, cing bao vi tinh| luong | chit huéng tam tian, tién chit dang chit gay nghén (haic | congty én | coéngty
ché, quy céach lam thibc) - Ham frong c6 trong 4 hoat chit huéng tdm | xudt - Tén |nhap khau -
déng goi don vi da chia léu haic chra chia | than, tién chit dang lam|  nudc (*) Tén nréc
liéu thudc) tinh ra gam
1
2

Cura khau dy dinh € xuat hang (ghi rd tén san baygittang):
(**) Doanh nghiép xin cam Kt thirc hién theo lep dong xuit khiu va khéngutu hanh cac én phim chra diroc aip  dang Ky keu hanh i Viét Nam va
san phim Wi mdu nhan gn xuit dé xudt khau.
Chay:
(*) Tén vadia ch cua Cong ty 8n xuat, Cong ty ntp khau phai ghi day du, chi tiét.
(**) Truwong hop xin xuit khiu thuc chra ¢ $K lieu hanh
Noi nhan: Ngay... thang...am....
- Cuc Quan ly duoc — By Y Té Giam dbc DN xuét khau
- Luu tai don vi (Ghi rd ho tén, ky, d6ng diu)
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