JNivuensna Ne 00205-/1C 15 pespansa 2021 roaa

Paspemenue Ha Boimyck JIIT Ne 321
(B coorBercTBuM ¢ [Tpunoxenunem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3sBanue nposaykra / Jlonokokc®/Dolocox®

Name of the product

MHH / Otopukokcu6/Etoricoxib

INN

JlexapcTBenHas ¢opma / TabJIETKH, TOKPBITHIE MJIEHOYHOM 0007I04KO0#1/
Pharmaceutical form film coated tablets

Jo3uposka / 90 mr /90 mg

Dose

Tun ynakosku / 10 wr. / 3 KOHTYPHBIX IYEHKOBBIX YIIAKOBKH / aUka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard pack

Howmep cepun / DO03070923

Bach number

Jara npousBojicTra / 21.09.2023

Date of manufacture

Cpox romsoctr / T'ogen 1o 30.09.2026

Expiry date

Pazmep cepun / 10 803 ymakoBok/ 10 803 packs

Bach size

Crpana Ha3HaueHus / Poccust/ Russia

Destination country

Perucrpannonnoe ynocrosepenne | JIII-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmatuBHBIi JOKyMeHT / JIIT-006935-130421, u3m. Ne 1, 2/

Normative document JII1-006935-130421, variation Ne 1, 2

[TpousBOACTBO rOTOBOM OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKU3-
nexapcTBeHHOH popmbl / Finished | DAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOGHIbHBIIH ITpoe3 L, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuunas ymakoBka / OO611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBII 1poe3 , A. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO611ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKN3-

Secondary packaging OAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/

Address:

109029, r. MockBa, ABTOMOGHIIBHBII 1Ipoe3, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Beimyckaromuit KOHTPOJIb OO611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KayecTBa / ®APMA" (OO0 "MAKHM3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH Hpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HazBanune ADC / Otopukokcud/Etoricoxib

API name

[TponzBoaurens ADC / Xetepo Jlabc JIumuren, Unaus/
API manufacturer Hetero Labs Limited, India
Howmep cepunn ADC / EX22010001, EX22010002
API Bach number

Hacrosiuim noareepxaato, uro nanHas cepust Ne DO3070923 Jlonokokc® TabieTky,
MOKPBITBIC TIICHOYHOH 06010uK0i, 90 Mr Ne 30, macopt Ne 331/23 ot 25.10.2023, 6b11a
IpOHU3BEJICHA U IPOKOHTPOIMPOBAHA B COOTBETCTBHH C AeHCTBYIOMMH [IpaBunamu
Hannexamei npou3BoacTBeHHOI npakTuku EBpasuiickoro Dxonomudeckoro Coro3a u
TpeboBaHusIMH PerncTpaloHHOro J0che, a TAKKe B COOTBETCTBHHU CO CIENH(DHKAIUIMU
3apErMCTPUPOBAHHOTO MPOAYKTA.

JIOKyMEHTBI [10 TIPOM3BOICTBY (IPUMEHMMBIM CTAIHsIM) H KOHTPOJIIO KAaYeCTBA IIPOBEPEHBI 1
0J100pEHBI.

JItoGbIe OTKIIOHEHHUS PaccyieoBaHbl B COOTBETCTBHH C BHYTPEHHHMH IPOLEyPAMH H 0JJ00PEHEI
VY10IHOMOYEHHBIMH JIUIIOM /

[ 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.
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VY1oIHOMOYEHHOE JTAIO
000 «MAKN3-OAPMA » MIT




