3akpsIiToe akunonepHoe o6mecTBo «®apm®Pupma «Corexe»

Jluyensus na ocywecmenenue npousgoocmea JIC Ne00105-JIC

Paspemenue na Boimyck JIII Ne 615

(8 cootsercTBUU ¢ [Ipunoxkennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue nmpoaykra /

Name of the product Keroamuion®

JlekapcTBennas ¢gopma / . .
Pharmaceutica form Ta0JIETKH, TIOKPHITHIE TUIEHOYHOU 060I09KOH

Jlo3upoBKka /

Dose )

Tun ynakoBku / 20 TabIEeTOK, YIIAKOBKY SUEHKOBBIE KOHTYPHBIE (5), MaYKu
Type of packaging KapTOHHBIE

MHH /

INN KeToananoru aMuHOKHCIIOT

Homep cepun /

Batch number KGD203

Dot of mamafocture 27.05.2022
iy ot 26.05.2025
eV 9 492 ynax.

Crpana Ha3Ha4YeHHS /
Destination country

Poccuiickast @enepanus

PermcrpauuonHoe y1ocToBepenne /
Registration certificate
HopmaTuBHBIH 10KyMeHT /
Normative document

JII1-002756 ot 15.12.2014
(nata BHeceHus m3MeneHuit B PY 24.04.2020)

JITT 002756-151214, Uam. Ne 1, 2, 3, 4, 5, Vi3ameHenne Ne6
ot 30.01.2020, U3menenne Ne6 ot 13.03.2020, 7.

IIpon3BoacTBO rOTOBON
JiekapcTBeHHO popmbl /
Finished dosage form manufacturing

Haupizun bajinzunioi ®apmacerotukain Ko., JIta., Kurai

Anpec / Address:

No. 1, Huizhong Road, Nanjing Economic and Technical Development Zone, China

IlepBuyHas yHaKoBKa /
Primary packaging

Hanpizus Baitmzuntoit ®apmaceiotuxan Ko., JIta., Kurait

Anpec / Address:

No. 1, Huizhong Road, Nanjing Economic and Technical Development Zone, China

BropuuHasi ynakoBka /
Secondary packaging

3A0 «Dapm®Pupma «Coteken, Poceust

Anpec / Address:

Poccust, 141345, Mockosckas o6m., Ceprueso-llocanckuit MYHHIUIAIBHEIA padOH, CENbCKOe
nocenenue bepesnskosckoe, noc. benukoro, 1. 10, 1. 11, o. 12
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3akpaIToe akuuonepHoe odmecreo «®apm®Pupma «Corexe»

_

' JIC Ne00105-JIC

COTEKC Jluyensus na ocywecmenerue npouseoocmea °
Brinyckaromuii KouTpoub kadectBa / | 3A0 «@apm®Pupma «Cotekey, Poccns
Quality Control
Anpec / Address:
Poccus, 141345, Mockosckas o065, CeprueBo-Ilocagckuii MyHUIMIAJIBHBEIA paiOH, CEIbCKOE
nocenenre bepesnskosckoe, noc. bemkono, a. 10, m. 11, x. 12
Hazsanue A®C / @enunnananuna ansda-ketoanaior/Phenylalanine alpha-
API name keto analog
Ilpoussogurear ADC / .. . ;
ABImarafcnrer Nanjing Baijingyu Pharmaceutical Co., Ltd, China
Homep cepun ADC / BB20037
API batch number BB20038
Hazsanue A®C/ Wsoneinuna anbda-keroananor/Isoleucine alpha-keto
API name analog
IlpousBogurear ADC / . . ,
APTmanafictarer Nanjing Baijingyu Pharmaceutical Co., Ltd, China
Homep cepuu ADC /
API batch number 1Y 19024
Ha3zBanue ADC / Metuonuna anbda-ruapoxcuasanor/Methionine alpha-
API name hydroxyanalog
IlpousBogurear ADC / . . :
AP manufacturer Nanjing Baijingyu Pharmaceutical Co., Ltd, China
Homep cepuu ADC/ QD20022
API batch number QD22001
Ha3zBanue A®C / :
API name Banuna anpda-keroananor/Valina alpha-keto analog
IIponsBoaurear ADC / " : ;
APTmurafaciurer Nanjing Baijingyu Pharmaceutical Co., Ltd, China
Homep cepun ADC/ )
T e TX20037; TX20038

AD .

E;;?;’;Ze i Jletinuna anbga-keroananor/Leucine alpha keto analog
IlpousBoautesns ADC / s . .
API manufacturer Nanjing Baijingyu Pharmaceutical Co., Ltd, China
Homep cepuu A®C / TL20041
API batch number TL20024
Ha3zBanue A®C/ 1 Lysi ¢
AP] name n3uHa MoHoaneTat/Lysine monoacetate
Tpoussomutens ADC/ Tianjin Tianan Pharmaceuticals Co., Ltd, China
API manufacturer
Homep cepuu A®C/
API batch number FRELOLELIE0]
HazBanue A®C /
API name Tpunrtodan/Tryptophane
Tpoussomureas, ADC/ Tianjin Tianan Pharmaceuticals Co., Ltd, China
API manufacturer
Homep cepuu A®C /
API batch number ATRYD210802
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3akpbIToe akuuoHepHoe o0mecTBo «@apm®Pupma «Cortexc»

_
COTEKC Jluyensus na ocywecmenenue npouzsoocmea JIC Ne00105-JIC
HasBanue A®C / _
API name Tpeonun/Threonine
Hporssomren: ARC/ Tianjin Tianan Pharmaceuticals Co., Ltd, China
API manufacturer
Homep cepun A®C /
API batch number ATHRA210825
HaszBanune AD®C / 7 T '
API name HUpo3 yrosine
HPOMBOH“Te‘HL AR Tianjin Tianan Pharmaceuticals Co., Ltd, China
API manufacturer
Homep cepuu A®C /
API batch number ATYRF210709
Ha3zpanne ADC / —
API name I'mctunun/Histidin
IIpounsBoautens A®C / ) . . )
API manufacturer Shanghai Kyowa Amino Acid Co., Ltd., China
Homep cepun ADC/
API batch number 21112211

Hacrosmum moareepxaaro, 4To JaHHAs cepusi Oblia MPOM3BEACHA W IPOKOHTPOJIMpPOBaHA B
COOTBETCTBUM ¢ JedcTByrommMH [IpaBmiamum  Hamiexamed mpoOW3BOACTBEHHOM — IPaKTHKH
Poccuiickoit ®@enepanuy u TpeOOBaHUSIMH PerucTpalioHHOro J0che, a TakkKe B COOTBETCTBHH CO
cnenru(pUKanUsIMI 3apETHCTPUPOBAHHOTO MMPOIYKTA.

JIOKyMEHTEI 110 NIPOMU3BOACTBY (IIPUMEHUMBIM CTaIWsIM) U KOHTPOJIO KadyecTBa MPOBEPEHBI H
0100pEHHI.

JIro6Ble OTKIIOHEHHUS pacclieIOBaHbl B COOTBETCTBHH C BHYTPEHHUMHE MPOLIEAYPAMHU ¥ OJI00PEHEI
VYII0JTHOMOYEHHBIM JIUIIOM.

I hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Russian Federation and the requirements of the Registration
dossier, as well as in accordance with the specifications of the registered product.

Documents for production (applicable stages) and quality control are verified and approved.

Any deviations are investigated in accordance with internal procedures and approved by a
Qualified Person.

YnoanomoyenHoe IO P

3A0 «@apm®Pupma «CoTexc» Buwmesckas B.C.
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10 08, 2022
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