Nnuensna Ne 00205-/1C 15 pespana 2021 roaa

Pa3pemenue Ha Beimyck JIIT No 497
(B coorBercTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue npoaykra / Jonokokc®/Dolocox®

Name of the product

MHH / Otopukokcu6d/Etoricoxib

INN

JlekapctBenHas popma / Ta0JIeTKH, NOKPBITHIE TJICHOUHOH 000JI0UKOH/
Pharmaceutical form film coated tablets

Jlo3uposka / 90 mMr / 90 mg

Dose

Tun ynakoBku / 10 mT. / 1 xOHTypHas ss4eKOBas yIakoBKa / Iauyka KapTOHHas
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03110624

Bach number

JaTa mpousBojcTBa / 19.06.2024

Date of manufacture

Cpoxk rognoctu / I'ogen no 30.06.2027

Expiry date

Pazmep cepun / 32 480 ymaxoBok/ 32 480 packs

Bach size

Crpana Ha3Ha4yeHuUs / Poccust/ Russia

Destination country

Peructpannonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JITT-006935 from 13.04.2021

HopmatuBHBIi JOKyMEHT / JIII-006935-130421, u3m. Ne 1, 2/

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

[Tpou3BOACTBO rOTOBOM OO011ecTBO ¢ OrpaHUUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHON Gopmsl / Finished | DAPMA" (OO0 "MAKM3-O®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH ITpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuuHas ynakoBka / OO111ecTBO € OTpaHNMUEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIN IIpoe3 ], A. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO1ecTBO ¢ OrpaHNUEHHON OTBETCTBEHHOCTHIO "MAK3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH TTpoe3 i, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Beimyckaromuit KOHTpOJIb
KauecTBa /
Quality Control

O0111eCTBO € OrpaHUYEHHOW OTBETCTBEHHOCTHIO "MAKI3-
O®APMA" (OO0 "MAKUM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHBIN TIpoe3 [, . 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszanue ADOC /
API name

Oropukokcu6d/Etoricoxib

ITpoussogutens ADOC /
API manufacturer

Xetepo Jlabe Jlumuren, Nuaus/
Hetero Labs Limited, India

Howmep cepun ADC /
API Bach number

EX24010005

Hacrosmum noareepxaato, uro ganHas cepust Ne DO3110624 Jlonokokc® TabneTkw,
IIOKPBITBIE TUIEHOYHOH 00050ukoi, 90 Mr Ne 10, macriopt Ne 501/24 ot 19.08.2024, Gblna
IpOM3BE/IeHa ¥ IPOKOHTPOJIIMPOBAHA B COOTBETCTBHH C JICHCTBYIOIMMH [IpaBuiaMu
Hannexameit npousBoacTBeHHOM npakTuku EBpaszuiickoro DxoHomudeckoro Corosa u
TpeOOBaHUAMU PerucTpalimoHHOro 0Cke, a TAK)KEe B COOTBETCTBHH CO CHCH(PHKAIMIMU
3apEerucTPUPOBAHHOTO MPOIYKTA.

JIOKYMEHTBI 110 IPOU3BOJACTBY (IPUMEHUMBIM CTAMSIM) U KOHTPOJIO Ka4eCTBA IPOBEPEHBI U

0/100peHBI.

JIt0ObIe OTKJIOHEHHUS PaccieJOBaHbl B COOTBETCTBHH € BHYTPEHHUMH NIPOLIEAYPAaMHU H O00pPEHEI
VII0JIHOMOYEHHBIM JIUALIOM /

I 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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