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Agency on Development of

Phannaceutical Industry

Ministey of Health

of the Republic of Uzbekistan Center of good practices

GMP - GOOD MANUFACTURING PRACTICE

CERTIFICATE

Ne GMP - 34:2024

Is issued on the basis of a completed pharmaceutical inspection conducted in accordance
with the regulation on the procedure for conducting inspections for compliance
with the requirements of good manufacturing practice (GMP). These regulations
are authentic with the requirements of the Pharmaceutical Inspection Cooperation Scheme
(PIC/S) and European Commission guidelines EU GMP.

STATE ENTITY
“CENTER OF GOOD PRACTICES” APPROVES

located at

Republic of Uzbekistan, Tashkent region, Almalyk city, Usmon Nosira street, 3

LLC JV "JURABEK LABORATORIES"

Compliance with the requirements
of OzDSt 2766:2018 —“Good Manufacturing Practice - GMP”

The basis for pharmaceutical inspection was application No A-332 dated
September 25, 2024 of the LLC JV "Turabek Laboratories” in accordance with the
requirements of O‘zDSt 2766:2018 - "Good manufacturing practice - GMP".
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GMP —34:2024
GOOD MANUFACTURING PRACTICE — GMP CERTIFICATE APPENDIX

L. Sterile Products

1. Aseptically prepared (list of dosage forms):
[ large volume liquids

) small volume liquids

L] dispersions
v lyophilisates (workshops for the production of vaccines and lyophilized, injectable and infusion medicines)

L] solids

[] semi-solids

[ other aseptically prepared products:

« powder for solution for injection, in glass vials. (workshop for the production of vaccines and lyophilized

injection and infusion medicines)
« powder for solution for injection of antibiotics of the beta-lactam series, in glass vials. (worksheps No. 1 for

dispensing dry sterile antibiotics of the cephalosporin group in bottles)

(the type of medicine or the type of activity is shown).

2. Medicines subject to sterilization at the end of production:

\ large volume liquids (workshop for the production of infusion solutions in polymer bottles No. 1, No. 2, No. 3
and workshop for the production of vaccines and lyophilized injectable and infusion drugs)

v small volume liquids (workshop No. 1 for the production of injection solutions in glass ampoules, workshop
No. 2 for the production of infusion solutions in polymer bottles, workshop No. 3 solutions for injections in
polymer ampoules, medicines for oral administration, workshop No. 2 for the production of infusion solutions i
polymer bottles and workshop for the production of vaccines and Iyophilized injectable and infusion medicines)

[ solids and implants

[ semi-solids
[ other terminally sterilised prepared products:

(the type of medicine or the type of activity is shown).

Tel: +99871 203-30-32, E-mail: gxp.duk@ssv.uz
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GMP — 34:2024

GOOD MANUFACTURING PRACTICE — GMP CERTIFICATE APPENDIX

1. Non-sterile products

] capsules, hard shell

] capsules, soft shell

] chewing gums

[] impregnated matrices

v liquids for external use: solutions, syrups, suspensions and drops (workshop No. 2 for the production
of infusion solutions in polymer bottles, workshop No. 3 solutions for injections in polymer ampoules,
medicines for oral administration)

\ liquids for internal use (workshop No. 2 for the production of infusion solutions in polymer bottles,
workshops No. 3 and No. 4 solutions for injections in polymer ampoules, medicines for oral administration)
[ medicinal gases

[] other solid dosage forms

[ pressurised preparations

] radionuclide generators

[] semi-solids

] suppositories

[] tablets

[ transdermal patches

[J intraruminal devices

] other non-sterile medicinal product:

(the type of medicine or the type of activity is shown).

TI1. Biological medicinal products
] blood products

+ immunological products (workshop for the production of vaccines and lyophilized injectable and intusion
medicines)

] cell therapy products

[J gene therapy products

[] tissue engineered products

] biotechnology products

] human or animal extracted products
[] other biological medicinal products:

(the type of medicine or the type of activity is shown).

Tel: +99871 203-30-32, E-mail: gxp.duk@ssv.uz 3
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GMP - 34:2024

GOOD MANUFACTURING PRACTICE — GMP CERTIFICATE APPENDIX |

IV.Other products or manufacturing activity
[] herbal products

[] homoeopathic products

(] other product

(the type of medicine or the type of activity is shown).

Based on the information obtained during the pharmc;ceutical inspection conducted on
15-18.10.2024 and 31.10.2024, the applicant complies with the requirements of the Good
Manufacturing Practice - GMP. The certificate is valid if all its pages (both main pages
and additional pages) are presented. The validity of this certificate can be checked from
the database of the State entity "Center of Good Practices". If the certificate is not

provided in the indicated database, it is necessary to contact the working body that issued
it

The GMP — 34:2024 Good Manufacturing Practice - GMP certificate
validity period from 05.11.2024 to 04.11.2027

Director

‘of the SE ""Center of Good Practicés Dusmatov A.F.

(full name)

Tel: +99871 203-30-32, E-mail: gxp.duk@ssv.uz
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Pecnybauka Y36ekucmat. Fopod TawkeHm.
«ZA» Hos6p3. [lee mbicsiuu deadyamb yemsepmozo 200a.

s1, daitsynnaesa Kamosia Taxup/xaHOBHA, HoTapHyc AsMasapcKkoro paioHa ropo/ja TalwkeHTa,
3aHMMAIOIAscs YacTHOH mnpaxkTukoii «FAYZULLAYEVA KAMOLA TAXIRDJANOVNA» CBHJETENLCTBYH

BEPHOCTH 3TOH KOMMH C MOJAJHHHHKOM JOKYMEHTa, B N0CJIeHEM NMPUITHCOK, NO/{YHCTOK, 3a9EPKHYTHIX C/I0B
W MHBIX, HE OTOBOPEHHBIX UCIPaBJEH U HJIH, KAKHX-JH60 0CO6EHHOCTEH He 0Ka3anock.

3aperucrpuposaHo B AUC «Hotapuyc» 3a Ne 20240221602 J fj 5

daiizynnaesa K.T.
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O‘ZBEKISTON RESPUBLIKASI
SOG*‘LIQNI SAQLASH
VAZIRLIGI

FARMASEVTIKA TARMOG'INI RIVOJLANTIRISH AGENTLIGI
AGENCY ON DEVELOPMENT OF PHARMACEUTICAL INDUSTRY
ATEHTCTBO I10 PA3BUTHIO ®PAPMALEBTUYECKOM OTPACJIU

DORI VOSITALARI, TIBBIY BUYUMLAR VA TIBBIY TEXNIKA
EXPERTIZASI VA STANDARTIZATSIYASI DAVLAT MARKAZI

STATE CENTRE OF EXPERTIZE AND STANDARDIZATION OF
MEDICINES, MEDICAL DEVICES AND MEDICAL EQUIPMENT

TOCYIAPCTBEHHBI IEHTP OKCHEPTHU3bI H CTAHIAPTHU3ALINH
JEKAPCTBEHHBIX CPEJICTB, M3IEJIUH MEJIUIIMHCKOI'O HABHAUEHHUS U
ME/JUIIMHCKOU TEXHUKHA

RO‘YXATDAN O'TKAZILGANLIK TO‘G‘RISIDAGI GUVOHNOMA
REGISTRATION CERTIFICATE

PEITHCTPAIIMOHHOE YJIOCTOBEPEHHUE

Raqam / Number
(Homep)

Dori vositasi yoki dori moddasi (substansiya) davlat
ro‘yxatidan o'tkazilgan sana / Date of state registration
of drug or API (substance)

Hama 2ocydapcmeennoii pecucmpayuu nexapcmeennozo
cpedcmea unu NekapcmeenHo2o gewyecmealcybemanyuu)

Amal qilish muddati/
Period of validity
Cpoxk oeticmeus

Dori vositasining savdo nomi yoki dori moddasini
(substansiya) xalqaro patentlanmagan nomi yoki boshqa
nomi/ Trade name of the drug or International
Nonproprietary Name (INN) of API (substance) or other
name) /

Topzoeoe nazsanue nexapcmeenozo cpedcmsa uu
MeXHCOYHapoOHoe Henamenmogannoe Haumenosanue (MHIT)
JleKapcmeennozo eeujecmsa (cybemanyuu) unu opy2oe
Ha36aHue

Dori shakli /
Dosage form
Jlexapcmeennas popma

Dori vositasining dastlabki ro’yxatdan o’tkazilgan sanasi va
guvohnomaraqami/Date of primary registration of drug and
number of registration certificate / (Jama nepeuunoii
peaucmpayuu  1eKApPCMEEHHO20  cpedcmea U Homep
Ppecucmpayi.onHo20 y0ocmogepeHust)
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Infuziya uchun eritma 250 ml, 400 ml
(flakonlar)

Pacmeop ons ungpysuii 250 mn, 400 ma
(@prakonwi)
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Ro‘yxatdan o‘tkazilganlik guvohnomasining egasi, "Jurabek Laboratories'" MChJ QK \\'ig
. . . . URNRN
davlati/ O'zbekiston Respublikasi SRINNNN
Holder of the registration certificate, country TR
. N0k
Hepoicamens pecucmpayuonnozo y0ocmosepenus, Cmpana CII 00O " Jurabek Laboratories"” "}'m«))»
QIR
Pecnybnuxka V3zbexucman RN
A
: f
I

Ishlab chigaruvchi (ishlab chiquvchi), korxona, davlati/ "Jurabek Laboratories" MChJ QK
Manufacturer (developer) of drug, country / O'zbekiston Respublikasi
IIpeonpusmue — npouszgooumens (paspabomyux), cmpana SO0 Btk Laberatorios?

Pecnybnuxa Y3bexucmau

O RS
R
XN
RN

Dori modda (lar) yoki «in bulk» nomi, ishlab Hampus ayemama mpuzuopama-Macco
chiqaruvchi tashkilot, davlati*/ Name of API Organiques s.r.o., Yexusa; Hampus xnopuo-Hebei
(substance) or «in bulk» drug, manufacturer (s), Huachen Pharmaceutical Co., Ltd., Kumaii;
country(s)*/ HaumeHnosanue nexkapcmgeHHo2o — (blX) Kanus xnopuo-Hebei Huachen Pharmaceutical
sewjecmsa (8) unu «uH 6aK» NPOOYKYUl, OpeaHU3AYUs- Co., Ltd., Kumaii
W npouseooumens, cmpana)*
)
1 . . . . . 3 . ) . . .
= Ushbu guvohnoma mazkur dori vositasini tibbiyot amaliyotida qo‘llash huquqini beradi.
KRNI . . . . . . . .
:,"f;"{'?{‘?é'{'é'%ﬁf' This certificate entitles using this drug in medical practice.
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ATEHTCTBO 1O PA3BBUTHIO ®PAPMAIIEBTUYECKOM OTPACJIHN

FARMASEVTIKA TARMOG‘INI RIVOJLANTIRISH AGENTLIGI
AGENCY ON DEVELOPMENT OF PHARMACEUTICAL INDUSTRY
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DORI VOSITALARI, TIBBIY BUYUMLAR VA TIBBIY TEXNIKA
EKSPERTIZASI VA STANDARTIZATSIYASI DAVLAT MARKAZI
STATE CENTRE OF EXPERTIZE AND STANDARDIZATION OF
MEDICINES, MEDICAL DEVICES AND MEDICAL EQUIPMENT
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JAPTHU3AIIUHA
, ABTEJTUU MEJJUIIUHCKOI'O HABHAYEHU S U

MEJUIIUHCKOU TEXHUKH

TOCYJAAPCTBEHHBIN HEHTP DKCIIEPTHU3bI U CTAH

JEKAPCTBEHHBIX CPEJACTB

DAL \SOUONORX, D LRI IINM S XSLUDNODY AT LMILLLINN SN XXLUINOIY IS

RO‘YXATDAN O‘TKAZILGANLIK TO‘G‘RISIDAGI GUVOHNOMA
REGISTRATION CERTIFICATE
PETMCTPAIIMOHHOE YIOCTOBEPEHUE
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