Nnuexsua Ne 00205-/1C 15 pespans 2021 roga

Paspemenue na Beimyck JIIT Ne 397
(B coorBercTBuH ¢ [Ipunoxenurem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3panue mpoaykra / Jlonokokc®/Dolocox®

Name of the product

MHH / Oropukokcud/Etoricoxib

INN

JlekapctBeHHas Gpopma / Ta0JIEeTKU, TOKPBITHIE IJICHOYHOM 000JI0UKOI/
Pharmaceutical form film coated tablets

Ho3upoBka / 90 mr / 90 mg

Dose

Tun ynakoBku / 10 wr. / 1 xoHTypHas slueKoBas ylakoBKa / ayka KapTOHHAasl
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / D0O3100624

Bach number

[ara nmpousBoacTsa / 19.06.2024

Date of manufacture

Cpoxk rogaoctu / I'ogen 1o 30.06.2027

Expiry date

Pazmep cepum / 32 051 ynakoBox/ 32 051 packs

Bach size

Crpana Ha3HayeHus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIIT-006935 ot 13.04.2021

/ Marketing authorization JITI-006935 from 13.04.2021

HopmaTuBHBI#H 10KYyMEHT / JIII-006935-130421, u3m. Ne 1, 2/

Normative document JIT1-006935-130421, variation Ne 1, 2

[Tpou3BoACTBO rOTOBOI OO1miecTBO ¢ OrpaHMYEHHO#N O0TBETCTBEHHOCTHIO "M AKU3-
nexapcTBeHHON Gopmbl / Finished | @DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHEL IIpoe3 L, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuynas ynakoBka / O61mecTBO ¢ OrpaHNYEHHO# OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging ®APMA" (OO0 "MAKHN3-O®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHBII TTpoe3n, A. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII Ipoe3n, a. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensuna Ne 00205-/1C 15 dpespana 2021 roga

Brinyckarommii KOHTpOJTb
KayecTna /
Quality Control

OO1ecTBO ¢ OrpaHMYEHHO# OTBETCTBEHHOCTHIO "MAKM3-
®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOWJIBbHBIH 1Tpoe3, a. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HazBanue AOC /
API name

Otopukokcud/Etoricoxib

[Ipoussogutens ADOC /
API manufacturer

Xerepo Jlabc Jlumuren, Munus/
Hetero Labs Limited, India

Howmep cepun ADOC /
API Bach number

EX24010005

Hacrosium noareepikaato, uro nannas cepust Ne DO3100624 JIonokokc® TabieTky,
IIOKPBITBIE IUIEHOYHOH 060510uK0#t, 90 Mr Ne 10, nacriopt Ne 398/24 ot 09.07.2024, 6p11a
IIPOU3BEJIEHA M IPOKOHTPOIMPOBAHA B COOTBETCTBUU C JeicTBYIoMH [1paBriamu
Hannesxaieit npou3BoAcTBeHHOH npakTHKH EBpasuiickoro Dxonomudeckoro Corosa u
TpeOOBaHKAMHU PerucTpaiioHHOro 10che, a Tak)Ke B COOTBETCTBHH CO CrieMDUKALUAMU
3apeTUCTPHUPOBAHHOTO MPOYKTA.

JIOKYMEHTEI 110 TPOM3BOCTBY (IIPUMEHHUMBIM CTaIHsIM) U KOHTPOJIIO Ka4eCTBa IPOBEPEHEI U

0/100pEHBI.

JIroOble OTKJIOHEHHUS PAcCIeIOBaHbl B COOTBETCTBUH C BHYTPEHHUMH MPOLIEIyPaMH ¥ 0100pEHBI
Y10IHOMOYEHHBIM JIHIIOM /

[ hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Eurasian Economic Union and the requirements of the
Marketing 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 an
Authorized Person.

Beperennukora B.K./ C Zii’z/“‘j « Og » Ol p  2024r.
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