CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic

. BIEN BAN HOP
Xem xét T trinh s6 268/TTr-BV ngay 21/3/2024 cia Bénh vién Pa khoa tinh
vé viéc thay doi mot so ndi dung ciia thude trang thau tip trung cap dia
phuong giai doan 2023-2024 va cip nhat ngay hét han EU-GMP hoic tuwong
duong EU-GMP, ngay hét han PIC/s-GMP

Cudc hop tién hanh vao ltic 09h00' ngay 01/4/2024, tai S& Y t& Gia Lai;
L. Thanh phén dy hop:

- Toan thé thanh vién T4 thdm dinh d4u thiu mua thuéc tép trung tinh Gia
Lai giai doan 2023-2024 theo Quyét dinh sb 152/QD-SYT ngay 27/3/2024 cua
Giam dbéc S& Y té vé viéc kién toan T4 thim dinh d4u thdu mua thudc tap trung
tinh Gia Lai giai doan 2023-2024 gdm c6 23 thanh vién.

- Du hop: 21/23 thanh vién (theo Gidy moi s6 71/GM-SYT ngay 27/3/2024
clia SO Y té).

- Ving: 02/23: Ong B3 Anh Tuén dang tham gia boi dudng kién thire qudc
- phong va an ninh (khéa 106) nim 2024, ba V& Thi Hao dang tham gia huan luan
quan su tai Bac Co.

Chu tri: Ong Ly Minh Thai; Thu ky: Ong Poan Quéc Tru.
II. N¢i dung:

- Thong nhét viéc phan cong dé thuc hién nhiém vu cho céc thanh vién trong
T thdm dinh. -

- Tién hanh kiém tra xem xét T& trinh sé 268/TTr-BV ngay 21/3/2024 cua
Bén moi thdu (BVDK tinh) vé viéc thay dbi mot sb noi dung cta thube tring thau
tap trung cép dia phuong giai doan 2023-2024 va cap nhat ngay hét han EU-GMP
hoac tuong duong EU-GMP, ngay hét han PIC/s-GMP.

I11. T4 chirc thuc hién:

1. Ong DPoan Qudc Tru, Phé Truéng phong Nghiép vu Dugc (Thu ky):
Irinh bay ni dung Té trinh s6 268/TTr-BV ngay 21/3/2024 ciia BVDK tinh, dir
thdo phén cong nhiém vu cho céc thanh vién Té thim dinh va bao cdo viéc kiém
tra ho so' do Phong Nghiép vu Duoc tiép nhén.

2. Ong Ly Minh Thai, T4 truéng T4 thédm dinh: Tridn khai 3 chire tham
dinh, yéu cau phai cdn clr vao céc vin ban quy pham phép ludt va céc vin ban
hudéng dan khéc (néu c6) dé 1am co s& xem xét y kién dé nghi cia BVDK tinh; 1iy
y kién cdc thanh vién dé théng nhét phan cong nhiém vu, ndi dung, phuong phap
trién khai thuc hién va két luédn theo biéu quyét da sd, cu thé nhu sau:
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* Nhom 1:

+ Ong Poan Quéc Tru (Nhém trudng)

+ Ong Nay Vang (Nhom pho)

+ Ba Hoang Nguyén Phuong Théo

+ Ong Db Qué

+ Ba Lé Thi Ngoc Anh

+ Ba Nguyén Lan Phuong

+ Ba Lé Thi Thoa

+ Ong Huynh Ba Loc

+ Ong Nguyén Van Dtrc

+ Ba Tran Thi My Lé

Thuyc hién l’dém tra dé‘nghi cua BVDK tinh d6i véi ndi dung thay d6i mot s&
thong tin cla thude trang thau Goi thau thudce generic: thay doi so dang ky cua 10
mit hang thude (G1020, G1032, G1060, G1105, G1142, G1437, G1487, G1530,
G1549, G1592), thay dbi s ding ky va han ding cta 01 mat hang thu6c (G1236);
cép nhét ngay hét han EU-GMP hodc tuong duong EU-GMP, ngay hét han PIC/s-
GMP cua thubc trang thau tip trung cap dia phuong giai doan 2023- 2024 cta cac

mit hang cé sb thir tw 01 dén s6 thir tu 38 tai T trinh s& 268/TTr-BV ngay
21/3/2024 cia Bén moi thau (BVDK tinh).

* Nhom 2:

+ Ong Lé Van Nghiém (Nhom truong)

+ Ba Huynh Thi Thanh Vén (Nhom pho)
+ Ba Trin Thi Hong Hanh

+Ong DPdng Ngoc Hién

+ Ba Nguyén Thi Lan Anh

+ Ba Nguyén Thi Thao Diéu

+Ong Tran Duy Qude

+ Ong D6 Thanh Phuong

+ Ong Lé Hitu Nam

+ Ba Nguyén Cam Nhung

Thuc hién kiém tra dé nghj cia BVDK tinh d6i véi noi dung thay ddi mot so

thong tin cua thube tring thiu G6i thiu thubc generic: thay dbi s6 dang ky cua 02
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mit hang thude (G1610, G1741); thay dbi sb dang ky va b6 sung quy cach dong

gbi ctia 01 mat hang thude (G1279); tang han dung cua 04 mét hang thube (G1068,

G1360, G1362, G1253); thay doi quy cach dong goi cua 01 mit hang thudc
(G1198); bo sung quy cach dong g6i ctia 02 mét hang thude (G1294, G1362); thay
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doi tén cong ty tring thau; cap nhat ngay hét han EU-GMP hoic ‘tuong duong EU-
GMP, ngay hét han PIC/s-GMP cua thuoc tring thau tap trung cap dia phuong giai
doan 2023- 2024 cua c4c mit hang c6 s6 thir ty 39 dén sb tht tu 76 tai To trinh so
268/TTr-BV ngay 21/3/2024 cua Bén moi thau (BVDK tinh).

3.Y kién ciia cac thanh vién:

- Théng nhét néi dung phéan c6ng, chia nhém lam viéc cia cac thanh vién.

- Théng nhat phuong phap t chirc thuc hién nhu d& néu trén.

4. Két qua kiém tra: Trén co s& cac y kién thao luan va thdng nhét, cic nhém
da tién hanh kiém tra, thAm dinh cu thé nhu sau:

4.1.Nhém 1 (Ong Poan Quéc Tru, Nhém truong dai dién Nhém 1 bdo cdo):

- Théng nhit dé nghi cia BVDK tinh d6i véi noi dung thay d6i s dang ky
cia 10 mat hang thube (G1020, G1032, G1060, G1105, G1142, G1437, G1487,
G1530, G1549, G1592) vi dung theo quy dinh tai diém b Khoén 24 Diéu 1 Thoéng

tu s6 06/2023/TT- BYT, cu thé nhu sau:

s6 ding Théng nhit sé
£ A . S ¥ A s
STT M3 sé Nh()‘m Tén thube Hoat chat, nong do/ B(zn vi | ky cong Po tai diing ky dwgc
thuoc ham lugng tinh QD so thay déi
1192/QD-SYT y
1 G1020 | 1 gf)‘(’)’:;lge“ Amoxicilin 500mg | Vién | VN-17099-13 | 529110030523
. Bisoprolol fumarat +
2 | Guo32 | 1 |OBOPWSHCT | oy oclorothiazid | Vien | VD-18530-13 | 893110049223
5/12.5
(5mg +12,5mg)
3 G1060 1 Seduxen Smg Diazepam 5mg Vién VN-19162-15 599112027923
Insulin analog tic
Apidra® dung nhanh, ngin But
4 G1105 1 Solostar® (Glulisine) tiém QLSP-915-16 400410091023
100 don vi/ml x 3ml
5 | Guaa | 3y |DomleeZok Msioprolal Vien | VN-17244-13 | 730110022123
50mg 50 mg
64mcg / liéu xit, lo
6 G1437 4 | BENITA 120 lidu Lo VD-23879-15 893100314323
: y Clindamycin P
7 G1487 4 Clindacine 600 600mg Ong VD -18004-12 893110374923
. : Eperison hydroclorid ia
8 G1530 4 Sismyodine 50mg Vién VD-30602-18 893110304423
9 G1549 4 Vinzix Furosemid 40mg Vién VD-28154-17 893110306023
. Ketorolac tromethamine| -
10 G1592 4 Vinrolac 30mg/ mg Ong VD-17048-12 893110376123
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- Théng nhat d& nghi cia BVDK tinh déi véi ndi dung cap nhat s6 dang ky
va ting han dung cua 01 mit hang thudc (G1236) vi can cit diém a, b Khoan 24
Pidu 1 Thong tu sb 06/2023/TT-BYT va Céng van s 14911e/QLD-DK ngay
10/11/2023 cia Cuc Quan ly Dugc vé viéc thay doi, bd sung ddi voi thubc da duoc
cap GPKLH, cu thé nhu sau:

Thong tin cong bd tai QP | Thong tin théng nhét dugc

Nl Hoat chit, s6 1192/QDP-SYT thay ddi
STT | M sd | Tén thubc | ndng d9/ ham
thuoc
luwgng

Sédangky | Handing | Sédingky | Handung

Acetylsalicylic
Aspirin achd
1 Gl1236| 2 p (DL-lysin- VN-27517-17 | 24 thang | 893110337023 | 36 thang
Stella 81mg :
acetylsalicylat)
81mg

- Théng nhét cap nhat ngay hét han EU-GMP hoéc tuong duong EU-GMP,
ngay hét han PIC/s-GMP ctia thudc trang thau tép trung cip dia phuong giai doan
2023- 2024 cua cac mat hang co sé thu tu tir 01 dén s6 thir tu 38 tai To trinh s6
268/TTr-BV ngay 21/3/2024 ctia Bén moi thau (BVDK tinh).

4.2. Nhom 2 (Ong Lé Viin Nghiém, Nhém truong dai dién Nhém 2 bdo cdo):

- Théng nht dé nghi cia BVDK tinh dbi v6i ni dung thay ddi s6 ding ky
cua 02 mét hang thude (G1610, G1741) vi dung theo quy dinh tai diém b Khoan 24
Diéu 1 Théng tu s6 06/2023/TT-BYT, cu thé nhu sau:

A A A A
Lo i e So6 ding Thong nhit s
STT | Maso Thhuééncl Tén thube I;??th;l::tl’;?n"g Btoi:hv! ky cong b6 tai QD s6 ding ky dugc
¢ ong 1192/QD-SYT thay déi
P Losartan kali +
I Gl610| 4 H%O 12.5 hydroclorothiazid | Vién VD-29653-18 893110255823

(50mg + 12,5mg)

Salbutamol sulfat

2 G1741 4 Vinsalmol 2,5mg/ 2,5m!

Ong VD -23730-15 893115305523

- Théng nhét d& nghi ciia BVDK tinh dbi voi ndi dung cap nhat sé dang ky
va bo sung quy cach dong goi cua 01 mat hang thude (G1279) vi ding theo quy
dinh tai diém a, b Khoan 24 Diéu 1 Thong tu sd 06/2023/TT-BYT, cu thé nhu sau:




A . A A .
Hoat chit, Thox}g Hn clup i tad (e Thong tin théng nhit dugc thay dbi
. [Nhém | nbngag/ s0 1192/QD-SYT
STT | Mia so thude Tén thuoc ham
lwgng S6 dangky | Quycich | S& diing ky Quy cach
; Enalapril . y Hop 3 vi x 10 vién,
1 |Giz279| o | Enalapril maleat | VD-21768-14 | 0P 3 VIX | g0301 0040423 Hép 10 vi x 10
Stella 10mg 10mg 10 vién vién

- Thong nhit d& nghj ciia BVDK tinh déi véi néi dung ting han dung cua 04
mat hang thuée (G1068, G1360, G1362, G1253):

] £, 3 . i | Handang cdng | Théng nhit
STT | Masé [NMO™ Ten uge o penapning | Banvi | g o Qb s han ding
W ? ong 1192/QD-SYT | dugc thay ddi
Venokern Diosmin + Vien
1 G1068 1 500mg Vién Hesperidin 36 thang 60 thang
nén bao phim (450mg + 50mg)
CALCIUM Calci carbonat +
2 G1253 2 STELLA calci gluconolactat | Vién 24 thang 36 théng .
500MG 300mg + 2.940mg B
T
&
3 | GI360 | 3 | Staclazide 80 G iolgen Vién 24 théng 36 théng 0 »
80mg . w8
r §¢
Glimepirid Glimepirid & el
imepiride 1mepiri " S
4 G1362 3 Stella 4mg Amg Vién 24 thang 36 thang et

- Théng nhét dé nghi cia BVBEK tinh ﬁéi v6i noi dung thay ddi quy céch
dong gébi ctia 01 mat hang thude (G1198) va bd sung quy cach déng goi cia 02 mat
hang thuée (G1294, G1362) vi ding theo quy dinh tai diém a Khoan 24 Didu 1

7

Théng tu sb 06/2023/TT -BYT, cu thé nhu sau:

F . |Nhém ) Hoat chit, P Quy cach déng géi Th(‘)ng nhit quy cach
STT | Maso thube Tén thudc néng do/ tinh cong bo tai QP sb déng goi dugc thay
ham lugng 1192/QD-SYT doi
1 . Repaglinid Vié . ; - - - "
G1198 1 Enyglid Tablet Img s Hop 3 vi x 10 vién HOp 2 vi x 15 vién
Itraconazol o n . - Hop 1 vi x 6 vién
2 G1294 | 2 | Itranstad Vién | Hgp 1 ,.' ! on
100mg VP L ¥R ien Hgp 10 vi x 10 vién
Glimepiride Glimepirid i . . ’ Hop 3 vi x 10 vién
3 | G362 | 3 Vién & P »
Stella 4mg 4mg Hop 3 vix 10 vién Hop 6 vix 10 viénJ
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- Thong nhét d& nghi cua BVDK tinh dbi voi nodi dung thay dbi tén cong ty
trang thau tir Cong ty TNHH dugc pham Khuong Duy thanh Cong ty cO phan
'~ duge pham Khuong Duy.

- Thong nhit cap nhat ngay hét han EU-GMP hodc tuong duong EU-GMP,
ngay hét han PIC/s-GMP cua thuoc tring thau tap trung cAp dia phuong giai doan
2023- 2024 cta cac mit hang co s6 thu tu tr 39 dén sb tht tu 76 tai TO trinh 50
268/TTr-BV ngdy 21/3/2024 cua Bén moi thau (BVDK tinh).

IV. Két luan:

Trén co s& két qua k1em tra va nghe bao c4o cua cac nhom thdm dinh, T6
thim dinh da thao luén va di dén thdng nhét cac ndi dung cu thé nhu sau:

1. Théng nhét, cap nhét v6i dé nghi ctia Bén moi thau, cu thé nhu sau:

1.1. Thay 601 mdt s thong tin cua thude tring thau goi thau thubc generic:
- Thay d6i s6 dang ky cua 12 mat hang thude:

T B s6 dﬁng Théng nhit
STT | Masé Nho:n Tén thube Hoatc‘hat, n?ng do/ })o"n vi | ky congbotal s6 ding ky
thuoc ham lugng tinh Qb 50 Sirorc Giny 801
1192/QD-SYT b
1 | Gro20 | 1 1;’(1)%’;’11;“ Amoxicilin 500mg vien | VN-17099-13 | 529110030523
Bisool Bisoprolol fumarat +
2 | Glo32 | 1 Hlé?rpsl/liz s hydroclorothiazid vien | VD-18530-13 | 893110049223
g (5mg +12,5mg)
3 G1060 1 Seduxen 5mg Diazepam Smg Vién VN-19162-15 | 599112027923
Apidta® Insulin analog tac dung
4 %1 crogil 1 R nhanh, ngén (Glulisine) | But tiém | QLSP-915-16 | 400410091023
Solostar® i
100 don vi/ml x 3ml
Metoprolol
o i Sagls oy | Belnagek il vien | VN-17244-13 | 730110022123
50mg 50 mg
6 | G1437 | 4 |BENITA GAmeg | hfi%;qt’ lo 120.4:1 159 VD-23879-15 | 893100314323
Clindacine Clindamycin "
7 | G1487 | 4 -18004-
£80 S Ong | VD-18004-12 | 893110374923
s | G1530 | 4 | sismyodine Eper‘so‘;é‘i‘;mc“)“d Vien | VD-30602-18 | 893110304423
9 | G1549 | 4 | Vinzix Furosemid 40mg vien | VD-28154-17 | 893110306023
Ketorol thami 1
10 | G1s92 | 4 | Vinrolac etorolac tromethamine | 5 | yp.17048-12 | 893110376123
30mg/ mg
Agilosart- Losartan kali +
11 | G1610 4 hydroclorothiazid(50mg | Vién | VD-29653-18 | 893110255823
H50/12,5
+ 12,5mg)
Salbutamol sulfat "
12 | G171 | 4 insalmol -23730-
Vinsalmo 2 5mg/ 2,5ml Ong VD -23730-15 | 893115305523
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- Cap nhit s6 ding ky va tang han dung ctia 01 mit hang thuéc:

Hoat chb Thong tin cong bd tai QP Thong tin thong nhat dugc
y el
STT | Ma sé I;I"u%': Tén thuéc | ndng A3/ ham s6 1192/QD-SYT thay d6i
lugng Sodingky | Handing | S§dimgky | Han ding
Acetylsalicylic
Aspiri acid
I |[Gl23e| 2 |Zsprn (DL-lysin- | VN-27517-17 | 24 thang | 893110337023 | 36 théng
Stella 81mg .
acetylsalicylat)
81mg
- Cép nhat s6 dang ky va bo sung quy cach déng goi ctia 01 mit hang thudc:
H(}gt chit, Thong tin cong b6 tai QP | Théng tin thong nhit dugc thay
STT | M3 sé Nho‘m Tén thude nong do/ sb 1192/QD-SYT adi
thudc ham -
lurgng SO dang ky Quy céach S6 dang ky Quy cach
Enalapril Enalapsil Hop 3 vix Hﬁpvsié‘;: X190
1 G1279 2 maleat VD-21768-14 | " 7F - 893110049423 = =
Stella 10mg 10 10 vién Hop 10 vix 10
mg vién
- Tang han dung ciia 04 mit hang thudc:
£ A . | Handung cong Théng nhit
STT | Masé ﬁlhé;'i‘ Tén thube };?‘;';gha‘l’u it Dt‘l?:h” bé tai QD sb han ding
uo ¥/ ham fugng 1192/QD-SYT | duge thay dbi
Venokern Diosmin +
1 G1068 1 500mg Vién Hesperidin Vién 36 thang 60 thang
nén bao phim (450mg + 50mg)
CALCIUM Calci carbonat +
2 G1253 2 STELLA calci gluconolactat | Vién 24 thang 36 thang
500MG 300mg +2.940mg
3 | G1360 | 3 | Staclazide 80 Gggffl;‘d Vién 24 théng 36 théng
Glimepiride Glimepirid ”
4 G1362 3 Stella 4mg 4mg Vién 24 thang 36 thang

- Thay ddi quy cach don

dong gdi ctia 02 mit hang thude:

g g0i ctia 01 mat hang thude va bd sung quy cach

#

r . | Nhém Hoat chit, B vi Quy céch déng goi Théng nhit quy cach
STT | Maso thuée Tén thubc nong do/ o cbng bd tai QD sb dong goi duoc thay
ham lugng 1192/Qb-SYT adi
1 : Repaglinid Vién " s - = . Ja
G1198 1 Enyglid Tablet Img Hop 3 vix 10 vién Hop 2 vix 15 vién
Itraconazol o 5 . - Hop 1 vi x 6 vién
2 G1294 | 2 | Itranstad Vién | Hop 1 vix 6 vié ool )
100mg P vien Hop 10 vi x 10 vién
Glimepiride Glimepirid o A . o Hop 3 vi x 10 vién
3 |GI362 | 3 Vién °p ’
Stella 4mg 4mg Hop 3 vix 10 vién Hop 6 vi x 10 vién )
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1.2. Thay d6i tén cong ty trang thau tir Cong ty TNHH dugc phém Khuong
Duy thanh Céng ty co phan dugc pham Khuong Duy.

1.3. Cap nhat ngay hét han EU-GMP hodc tuong duong EU-GMP, ngay hét
han PIC/s-GMP cua thudc trang thau tip trung cap dia phuong giai doan 2023-
2024 ciia cac mit hang c6 sb thir tw tir 01 dén 56 thr tu 76 tai T trinh s6 268/TTr-
BV ngay 21/3/2024 clia Bén moi thau (BVDK tinh).

2. Thu ky Td thim dinh va Phong Nghiép vu Dugc:

Béo cio nodi dung két luan da duge théng nhat cia Té thdm dinh dé trinh
Giam ddc vé viéc thay dbi sb dang ky cia 12 mét hang thuée (G1020, G1032,
- G1060, G1105, G1142, G1437, G1487, G1530, G1549, G1592, G1610, G1741);
thay doi sb dang ky va tang han dung cua 01 mat hang thudc (G1279); thay d6i sb
dang ky va bd sung quy cach dong gbi cua 01 mat hang thude (G1279); tang han
ding cia 04 mit hang thube (G1068, G1360, G1362, G1253); thay dbi quy cach
dong goi cua 01 mét hang thude (G1198); bd sung quy cach dong goi cua 02 mat
hang thube (G1294, G1362). Thay doi tén cong ty tring thau tr Coéng ty TNHH
duoc phdm Khuong Duy thanh Cong ty c¢b phan dugc pham Khuong Duy. Cap
nhat ngay hét han EU-GMP hoéc tuong duong EU-GMP, ngay hét han PIC/s-GMP
ctia thube tring thau tap trung chp dia phuong giai doan 2023- 2024 cua cac mat
hang c6 sb tht tw tir 01 dén so thu ty 76 tai To trinh s6 268/TTr-BV ngay
21/3/2024 cta Bén moi thau (BVDK tinh).

Bién ban nay di dugc thong qua cho cac thanh vién trong T thdm dinh
cung nghe va cung théng nhét ky tén dudgi ddy, cudc hop két thic vao lac 11h00'
 ngay 01/4/2024.

: TM/TO THAM DINH
THUKY TO TRU
A :
Poan Qudc Tru Ly Minh Thai
Giam d6c

CHU KY CUA CAC THANH VIEN

A

Pdng Ngoc Hién Nguyén Lan Phuong Tran Thi Hong Hanh



D6 Qué Lé Thi Ngoc Anh Huynh Thi Thanh Van
Wy}}» Jo
—_— .
Lé Thi Thoa Huynh B4 Loc Tran Thi My Lé

Lé Van Nghiém Nguyén Vin Bic Hoang Nguyén Phwong Thao
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Trén Duy Quéc D6 Thanh Phuong Nguyén Thi Théo Diéu
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Nay Vang  Nguyén Cim Nhung  Nguyén Thi Lan Anh L& Hitu Nam
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