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CUC QUAN LY DUQC Doc lap — Tw do — Hanh phic

Sb: 6673 /QLD-KD Ha Néi, ngay 26 thing 06  ndm 2023

V/v cung tmg thudc Immunoglobulin

Kinh gtri:
- Céac Bénh vién, Vién co6 givong bénh truc thudc Bo;
- S& Y té cac tinh, thanh phd truc thudc Trung wong;
(Sau day goi tat 1a “cac Pon vi”)

Trong thoi gian gan ddy, Cuc Quan Iy Dugc nhan dugc Cong vin sd
4115/SYT-NVD dé ngay 01/06/2023 cua So Y té thanh phd HO6 Chi Minh, Cong
van s6 1986/ SYT — NV dé ngay 19/06/2023 ctia S¢' Y té tinh Ba Ria — Viing Tau
va Cong van sb 2574/SYT-NVD ngay 19/06/2023 ctia S¢ Y té Can Tho vé viéc
ho tro cung ung thube Imunoglobulin dé diéu trj bénh tay chan miéng. Cuc Quan
Iy Dugc cé ¥ kién nhu sau:

1. Ngay 28/12/2022, Cuc Quan 1y Dugc - Bo Y té dd co Cong van sd
13672/QLD-KD gtri S&' Y té céc tinh, thanh phd truc thude Trung wong; Cac Bénh
vién, Vién c6 givong bénh tryc thudc Bo; Cac co s6 nhap khau thudc vé viéc dam
bao cung tng dich truyén Albumin va Globulin tranh trudng hop khong du ngudn
cung tng cho diéu tri.

2. Ngay 28/04/2023, Cuc Quan 1y Dugc - Bo Y té tiép tuc c6 Cong vin sd
4446/QLD-KD giri S6' Y té céc tinh, thanh phd truc thudc Trung wong; Cac Bénh
vién, Vién co6 giudng bénh tryc thudc Bo; Cac co so nhap khau thubc vé viéc chii
dong dy tru, mua sam, tang cuong nhap khau dé dam bao cung tng du thudc trong
phong chdng mot sd bénh c6 nguy co gia ting trong thoi gian téi nhu: Tay chan
miéng, sot xuat huyét,..

3. Tinh hinh cung tmg thudc:

Hién nay, c6 13 thuéc Immunoglobulin dugc cép gidy dang ky luu hanh
con hi¢u lyc tai Viét Nam (chi tiét tai Phu luc dinh kém). Tuy nhién, chi c6 rt it
thudc trong s6 cac thude nay dang dugc kinh doanh. Mot s6 nguyén nhan cua tinh
trang nay theo bio cdo tir cic don vi cung tmg thude nhu sau:

- Do dich bénh Covid-19 bung phat, s0 lwong bénh nhan di hién méu giam
Xuong dang ké dan dén tinh trang nguodn nguyén liéu san Xudt Immunoglobulin
(huyét tuong nguot) cling bi han che trong thoi gian dai. Do do, s6 luong thude
san xudt khong du dé dap tng nhu cau diéu tri.

- Thudc Immunoglobulin 1 thude sinh phdm. Theo quy dinh, khi nhap khau
vé Viét Nam, phai thuc hién kiém nghiém tat cac cac 16 trude khi dua ra luu hanh
va st dung. Cac nha san xuat déu tang gia thudc Immunoglobulin, chi phi kiém
nghiém trude khi luu hanh cao do s6 lwong thudc phai kiém nghiém 16n dan dén
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gia thubc Immunoglobulin khi nhap khau vé ting cao so véi trudc day. Do d6 mot
s0 co s& nhap khau da ngirng kinh doanh mét hang nay.

Theo bao cdo cuia cac co s& nhap khau, so6 luong thuéc Immunoglobulin
ton va ké hoach nhap khau vé Viét Nam nhu sau:

X Co sé nhap £ 3 S0 lugng dy
STT Tén thuoc z SO lwgng ton kién nhap
khau Z
khau
: . | Gitra thang
) - Loai 250ml la 8/2023, nha
Cong_ty 2'344. hop; san xuét sé& tiép
17 | kiovi Pharma Vice | 21sapy |1 cung ime
Nam i Op- cho Viét Nam
loai 250ml:
2.000 hop
Co s¢ da nhap
khéu 6.000 lo
Cong ty vao ngay
TNHH Bénh vién Chg | 08/06/2023 va
2 ProlVIG Thuong mai Rﬁy con ton dang cho kiém
Dugc pham | 300 lo nghiém trudc
Duy Anh khi luu hanh
theo diing quy
dinh.

Déi véi 16 thuée Immunoglobulin ¢ nhap khau va dang cho kiém nghiém
theo quy dinh ctia Cong ty TNHH Thuong mai Duoc pham Duy Anh, Cuc Quan
Iy Dugc dd c6 Cong van sé 6383/QLD-KD ngay 19/06/2023 gui Vién Kiém dinh
Quéc gia Vic xin va Sinh phém y té dé nghi vé viée hd trg sém kiém dinh 16 thude
trén dé cung g cho cac co s kham bénh, chita bénh.

4. Bé dam bao cong tac cung tmg du thude cho diéu tri, Cuc Quan 1y Dugc
dé nghi Bénh vién, Vién c6 giwong bénh truc thuoc Bo; S& Y té cac tinh, thanh
pho tryc thudc Trung wong thyc hién/ chi dao thuc hién ndi dung sau:

4.1. Tiép tuc thuc hién cac ndi dung chi dao néu tai Cong van sO
13672/QLD-KD ngay 28/12/2022 va Coéng van s6 4446/QLD-KD ngay
28/04/2023 cua Cuc Quan ly Dugc.

4.2. Khén truong chi dao cac co s& kham bénh, chira bénh dong trén dia
ban ¢6 nhu cdu sir dung thuoc kip thoi, chu dong lién hé voi cac co s6 nhap khau
dé duy tru, dat hang, mua sam va duy trir thude theo dung quy dinh. Day la mot
trong nhitng yéu td quan trong dé dam bao ngudn cung vé thudc.

Trong qua trinh thyc hién, néu c6 kho khin, vuéng mic, dé nghi cac don
vi bao céo vé Cuc Quan 1y Duoc (1384 Giang Vo, Ba Dinh, Ha Ngi) dé dugc giai
quyét theo quy dinh.
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~ Xin dinh kém Cong van s6 13672/QLD-KD ngay 28/12/2022 va Céng vin
50 4446/QLD-KD ngay 28/04/2023 tai Cong van nay.

Cuc Quan Iy Dugc théng bao dé cac don vi biét va thuc hién./.

Noi nhén: KT. CUC TRUONG
- Nhu trén; _~~PHO CUC TRUONG
- B trudng (de b/cao); ob

/.05 L\

- Céc Thir trudnig (dé b/c);

- CT. Vii Tuan Cuong (dé b/c);

- Cyc Quanly KCB (dé p/hop);
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Phu luc

CAC THUOC CHUA IMMUNOGLOBULIN BUQC CAP GIAY PKLH
CON HIEU LUC TAI VIET NAM

(Kém theo Cong van s6667¥QLD-KD ngdy26 thango6 ndm 2023
cua Cuc Quan ly Duoc)

TT | Tén thudc Hoat chét S6PK Nha sin xuit Nuée SX
1 [.V.-Globulin S Globulin mién dich QLSP-0397-11 | Green Cross Corporation Korea
inj.
KEDRIGAMMA | Human normal QLSP-0601-12 | Nha san xuat: KEDRION Italia
immunoglobulin S.p.A (B/c: Bolognana
2 50mg/ml Gallicano 55027 Lucca,
Italia)
Flebogamma 5% | Human normal 840410090723 | Instituto Grifols, S.A. Spain
3 | DIF immunoglobulin (QLSP-0602-
50mg/ml 12)
ProlVIG Immunoglobulin QLSP-0764-13 | Reliance Life Sciences India
nguoi 5% Pvt.Ltd
4
INTRATECT Globulin mién dich QLSP-0802-14 | Biotest Pharma GmbH Germany
5 nguoi trong do cd
chura it nhat 96% IgG
50g/1
PENTAGLOBIN | Globulin mién dich QLSP-0803-14 | Biotest Pharma GmbH Germany
6 (Immunoglobulin)
50mg/ml
KIOVIG Human normal QLSP-999-17 | Baxalta Belgium Bi
7 immunoglobulin Manufacturing SA
100mg/ml
Fovepta Human protein trong | SP3-1233-21 Co so san xuat, kiém soét Duc
d6 IgG t6i thiéu 96% chit lugng, dan nhan va
v6i ham lugng dong goi san pham: Biotest
Hepatitis B AG|Co s6 xuit xudng:
Immunoglobulin Biotest Pharma GmbH
8 nguoi - 200 [U/0,4ml.
Phén b6 cac
Immunoglobulin: 59%
IgG1; 35% IgG2; 3%
IgG3; 3% IgG4; IgA <
6mg/ml
I.V.-Globulin SN | Globulin mién dich G | 880410089623 | Green Cross Corporation Han Quéc
9 | inj. cta nguoi

2500mg/50ml




2

TT Tén thudc Hoat chit SOPK Nha san xuit Nuée SX
v M&i 200ml dung dich | 900410089823 | Octapharma Pharmazeutika | Ao
Immunoglobulin | chtra: Téng protein Produktionsges.m.b.H
5% Octapharma 10g; Immunoglobulin

10 thong thuong tr nguoi
IgG=95% (w/w);
IgA <40mg
v M&i 100ml dung dich | 900410089923 | Octapharma Pharmazeutika | Ao
Immunoglobulin® | chtra: Tong protein Produktionsges.m.b.H
5% Octapharma | 5g; Immunoglobulin
11 thong thuong tr nguoi
IgG > 95% (w/w);
IgA <20mg
v M&i 50ml dung dich | 900410090023 | Octapharma Pharmazeutika | Ao
Immunoglobulin | chtra: Tong protein Produktionsges.m.b.H
5% Octapharma | 2,5g; Immunoglobulin
12 A . . ‘-
thong thuong tr nguoi
IgG > 95% (w/w);
IgA < 10mg
Immunorho Globulin mién dich 800410090223 | Co sd san xudt tir cong doan | Y
anti-D c6 ngudn gbc IT va xuat xudng 16: Kedrion
tor nguoi 300 meg S.p.A; Co sé san xuat dén
(1500IU) cong doan II, kiém tra chét
3 lwong thanh pham, thi

nghiém chat gay sdt va IgA:
Kedrion S.p.A; Co s¢ san
xuat dung moi: Biologici
Italia Laboratories S.r.L.
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