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cdn cir quy dinh t4i Th6ng tu s5 3512018/TT-BYT ngity 22ltllzolg cria BQ
trucmg B9 Y t6 quy rtinh vd Thyc nanfr tOt sin xu6t thuOc,lguyen liQu ldm thuoc
(cMP),

Pursuant to the Circular n' 35/2018/TT-BYT dated 22/11/2018 by Minister of
Health on Good Manufacturing Practice for medicinal products and materials
(GMP),

CUC QUAN Lf DIIQC chfng nhfn:
The Drug Administrotion of vietnam certffies thefollowing:

Co sO s6n xu6t: coNc TY Co PHAN c6uc NGHE, SINH HQC DIIQC
NANOGEN

The manufacturer: NANOGEN HITARMACEUTTCAL BrorECHNoLoGy
JOINT STOCK COMPAIW

Try s0 chinh: Lo I-5c, 
"Khu 

cdng ngh$ cao, phudng Trng Nhon phf A,
thirnh phd Thfr Drftc, thinh ptrii U6 Chi Minh.

Legal address: Lot I-5C, Saigon Hi-tech park, Tang Nhon phu A ward, Thu
Duc city, Ho Chi Minh city

Dia chi nhd mriy: Lo I-sc, Khu cdng nghe cao, phudng Ting Nhon phf A,
thinh phii fnri Erl'c, thdrnh pnii UO Chf Minh.

Site address: Lot I-SC, Saigon Hi-tech park, Tang Nhon phu A ward, Thu
Duc city, Ho Chi Minh city

E5 dugc d6rth gi6 theo quy dfnh li6n quan dtin viQc c6p Gi6y chring nhfln i1i
diAu kiQn kinh doanh dusc phi hqp vdi c6c quy dfnh tpi EiAu h r"i dusc s6
l05l20l6lQH13 ngdy 06/0412016, Di6u 33 Nghi rlinh s6 54t2017A{D-Cp ngdy
0810512017 c:ira Chfnh phri quy itfnh chi titit mQt sO OiAu vd biQn ph6p thi hdnh LuQr
duoc,Pidt 5 Nghi dinh s6 155/2018NE-CP ngdy t2ltU2ot8 cria Chinh phri v0 viQc, .4. , 7
sria d6i,.b6 sung mQt s6 quy dinh li6n quan it6n di6u kiQn dAu tu kinh doanh thu6c
pham vi quin ly Nha nu6c cria BQ Y t6 vd Th6ng tu s6 3sl2}lBlTT-ByT ngdy
22llll20l8 cria BQ trucrng B9 Y tti quy dinh v0 Thpc hdnh t5t s6n xu6t thu6c, nguy6n
liQu ldm thu5c (cA,P).

Has been inspected in connection with the issuance of Pharmaceutical business
license and in accordance with the national regulations at Article 33 of



Pharmaceutical Law no 105/2016/QHli dated 06/04/2016, Article 33 of Decree no

54/2017/ND-CP dated 08/05/2017 of the Government, detailing some Articles and
measures to implement Pharmaceutical Law, Article 5 of Decree n' 155/2019/NE-CP

dated 12/11/2018 by Gorvernment concerning revision and addition of some

stipulations on trading and investment conditions under the state mandati of Ministry
of Health and the Circular n' 35/2018/TT-BW dated 22/11/2018 by Mlnister of Health
on Good Manufacturing Practice for medicinal products and materials (GMP).

Cdn cir k6t qui diunh gi6 co s& s6n xu6t dugc thUc hiQn tt ngdy 02ll2l2\9 d}n
ngiry 03ll2l20lg, co s0 s6n xu6t n6u trOn dugc chring nhfln d6p ring c6c yOu cAu vO

Thpc hdnh t6t s6n xudt, Thgc hdnh t6t phdng thi nghiQm vd Thgc hdnh t6t b6o qu6n
-4.rl6i voi co sd sin xudt thu6c, nguy6n liQu ldm thu6c theo quy dinh tai Th6ng tu sO

3iI2OIB1TT-BYT ngity 22llll20l8 cria B0 trucrng BO Y t6, phu hqp v6i c6c y6u cAu vC

Thgc hdnh t6t sin xu6t thu6c theo khuy6n c6o ctia T6 chric Y tti ttrti gi6i (WHO).

From the knowledge gained during inspection of this manufacturer, which was

conducted fro* 02/12/2019 to 03/12/2019, it is considered that it complies with the

requirements of Good Manufacturing Practice, Good Laboratory Practice and Good
Storage Practice for manufacturer of medicina,t products and materials as laid down in
the Circular n' 35/2018/TT-BYT dated 22/11/2018 by Minister of Health, which is

comply with requirements of Good Manufacturing Practice as recommended by World
He alth Or ganization (YHO).

Gi6y chring nhfln ndy th6 hiQn tinh tr4ng tudn thri GMP cfla co s& s6n xu6t tai
thcvi di6m d6nh gi|nOu tr6n vd c6 hiQu lgc kh6ng qu6 03 nam kC tir ngdy il6nh gi6 gAn

nh6t. Tuy nhi6n, c6n crir theo nguy6n t6c qudn ly rfii ro, thoi gian hiQu lyc cria Gi6y
chring nh6n c6 th6 ilugc nit ngin ho{c k6o ddi vd sC dugc ghi t4i mpc Nhfing nQi dung
h4n chti ho4c ldm 16.

This certfficate reJlects the status of the manufacturing site at the time of the

inspection noted above and should not be relied upon to reJlect the compliance status if
more than 03 years have elapsed since the date of that inspection. However, this period
ofvalidity may be reduced or extended using regulatory risk management principles by
an entry in the Restrictions or Clarifying remarks field.

Gi6y chring nhfln chi c6 hiQu lgc khi th6 hiQn dAy ihi c6c trang vd bao g6m c6

PhAn 1 vdPhAn 2.

This certificate is valid only when presented with all pages and both Part I and
Part 2.

Tinh x6c thgc cria GiSy chring nhgn ndy co th6 duqc x6c nhfln th6ng qua nQi

dung ddng tii tr6n trangthOng tin diQn tri cria Cpc Quin ly Dugc. N6u kh6ng c6, hdy
li6n hQ v6i Cgc Quan ly Dugc d6 dugc ldm 16.

The authenticity of this certfficate may be verified in website of the Drug
Adminis.tration of Vietnam (DAV). If it does not appear, please contact the DAV.

PhAn2/Port2:
HOAT DONG SAN XUAT I MANT-TFACTUKING OPERATIONS

Ntiu co s& ti6n hdnh s6n xu6t c6c s6n phAm c6 y6u cAu dflc biQt, nhu: thu6c
ph6ng x4 hoflc c6c sin phdm chria penicillins, cephalosporins, penems, ctr6t OOc t6
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binlchdtkim t6 bdo, thu6o chria hormon sinh dpc c6 t6c dpng trdnhthai, thu6c c6 ho4t
ch6t nguy hi6m dugc n€u 16 e6i voi tung d4ng san phAm hopc dpng bdo ch6.

If the company is engaged in manufacture of products with speciol requirements
e.g. radiopharmaceuticals or products containing penicillins, cephalosporins, penems,
cytotoxics/cytostatics, sexual hormones, potentially hazardous active ingredients, this
should be stated under the relevant product type and dosage form.

1. Thu5c v6 tring

1.1. Thu5c sdn xudt v6 tring

1.1.2.Thu6cdOng khO

'l .1 .4. Thu6c dqng t6ng th6 tich nh6 (s1OOmL):

Dung dich ti6m d6ng Io;

Dung dich d6ng bom ti6m.

1.3. Xudt xu&ng thu6c v6 tring:
f6t cd c6c dang thu6c & muc: 1.1.

3. Thur5c sinh hoc

3.1. Thu6c sinh hoc

3.1.5. Thu6c c6ng ngh6 sinh hgc:

Thu6c ti€m bQt dOng kh6;

Dung dlch ti6m d6ng to;

Dung dich dong bom ti6m.

3.2. Xuit xudng thu6c sinh hgc:

tAt cd c6c dang thu6c d muc: 3.1

5. Nguy6n li6u ldm thui5c

5.3. Nguydn liQu sinh hgc:

Recom binant human I nterferon Alfa-Za,
Recombinant human lnterferon lambda 1;

PEG-l nterferon Alfa-2a, pEG-l nterferon
lambda 1; Recombinant human Erythropoietin
Alfa (EPO Alfa); Filgrastim (G-CSF), pEG-

Filgrastim (PEG G-CSF); tnsutin Lispro,
Human lnsulin, lnsulin Aspart, lnsulin
Glargine; Trastuzumab, Bevacizumab,
Rituximab, Nivolumab, lpilimumab,
Adalimumab; Darbepoetin; Etanercept; Factor
VIll (Moroctocog Atfa), Factor lX (Nonacog
Alfa).

6. Dong goi

6.1. D6ng goi so cdp

6.1.2. Khirc:

Nguy6n liQu sinh hoc.

6.2. Dong goithb cdp
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1. Sterile Products

1.1. Aseptically prepared

1.1.2. Lyophilisates

1.1.4. Small volume liquids (<100m1):

Solutions for injections in vials;

Solutions in Pre-fill syringes.

1.3. Batch certification:

Alldosage forms listed in section: 1.1.

3. tsiological medicinal products

3.1. Biological medicinal products

3. 1.5. Biotechnology products:

Lyophilized powders for inj

Solutions for injections in viars*)
Solutions in Pre-fiil syringes. ilC Yt

3.2. Batch certification: ''t'a'

All dosage forms listed in section: 3.Y.

5. Medicinal materials

5.3. Biological medicinal materiat:

Recombinant h uman I nterferon Alla-2a,
Recombinant human lnterferon lambda 1,

PEG-I nterferon Alfa-2a, pEG-l nterferon
lambda 1; Recombinant human
Erythropoietin AIfa (EPO Atfa); Fitgrastim
(c-CSF), PEG-FItgrastim (pEG G-CSF);
lnsulin Lispro, Human lnsulin, Insulin
Aspart, I nsulin Glargine; Trastuzumab,

Bevacizumab, Rituximab, Nivolumab,
lpilimumab, Adalimumab; Darbepoetin;
Etanercept; Factor Vlll (Moroctocog Alfa),
Factor lX (Nonacog Alfa).

6. Packaging

6.1. Primary packing

6.1.2. Others:

Biological medicinal material.

6.2. Secondary packing



6.2.1.Tilt cd cdc dang thu6c d muc:

1.1 vd 3.1.

6.2.2. KhAc:

Nguy6n lieu sinh hqc.

7. Kitim tra chSt lwong
(Lab 1 - Sdn phAm sinh hgc, nguy6n lieu sinh

hoc; Lab 2 - Sdn phAm h6a dugc)

7.1. Vi sinh

7 .1.1. D0 vo trung (Lab 1 va Lab 2)

7.1.2. Gioi han nhi6m khuAn (Lab 1 vd Lab 2)

7.1.3. Dinh lugng hoat luc khing sinh bing vi

sinh vit (Lab 2)

7.2. H6a hoc I VQt $ (Lab 1 vi Lab 2)

7.3. Sinh hgc

7.3.1. NgidOc t6 vi khuAn (Lab 1 vd Lab 2)

7.3.3. Thrl clOc tlnh bAt tfruOng (Lab 1)

7.3.8. Ph6p thr? khdc:

Thr] hoat tinh sinh hoc cOa cdc hoat chAt

sinh hoc (Lab 1).

6.2.1. All dosage forms listed in section:

1.1 and 3.1.

6.2.2. Others:

Biological medicinal material.

7. Quality control testing
(Lab 1 - for Biological, Biological medicinal

material; Lab 2 - for pharmaceutical)

7.1. Microbiological

7.1 .1 . Sterility test (Lab 1 and Lab 2)

7.1.2. Microbial limit test (Lab 1 and Lab 2)

7. 1.3. Microbiological Assay of Antibiotics
(Lab 2)

7.2. Chemical / Physical (Lab 1 and Lab 2)

7.3. Biological

7.3.1. Test for Bacterial Endotoxins (Lab 1

and Lab 2)

7.3.3. Test for Abnormal Toxiclty (Lab 1)

7.3.8. Other:

Biological activity test of biological
active substances (Lab 1).

NQi dung h4n ch5 hoflc lim rd liOn quan tl6n ph4m vi chri'ng nhgn :

Any restrictions or clurifying remarks related to the scape of this certi/icate :

Muc Nguy0n liQu sinh hgc vd Thu6c c6ng nghQ sinh hgc: S6n xu6t bing cdng
nghQ ADN l,arit6 h-o.p tr6n t6 bao vi khuAn vd t6 bio dOng vgt;Lab 1 ki6m nghiQm cho
sin phAm sinh hgc, nguy6n liQu sinh hgc; Lab 2 kilmnghiQm cho s6n phAm h6a dugc,
bao g6m cA dQc t6 baoftim ti5 bao.

Section Biological medicinal material and Biological medicinal products:
Produced by Recombinant DNA technologt on bacterial and animal cell lines; Lab l
test for Biological, Biological ntedicinal material; Lab 2 test for pharmaceutical,
including als o cytotoxics/cytostatics.

Ngdy (day) )& tnarg(month) k. ndmg,tear)2l2l
Crlc tru&ng CBc Quin lf Dugc

Director-General of
Drug Administrotion of Vietnam

@ry>

Vfl TuAn Cudng
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