JNlnuensma Ne 00205-/1C 15 pespans 2021 roaa

Paspemenue Ha Boeimyck JIIT Ne 377
(B cootBercTBUM ¢ [Ipunokeruem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / Jlonoxokc®/Dolocox®

Name of the product

MHH / Ortopukokcu6d/Etoricoxib

INN

JlekapctBenHas popma / TaOJIETKH, TIOKPBITHIE TUIEHOYHOMN 000JI04KOM/
Pharmaceutical form film coated tablets

Jo3uposka / 90 Mr /90 mg

Dose

Tun ymakosku / 10 wt. / 3 KOHTypHas suelKoBas yIakoBKa / llauka KapTOHHAs
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepun / DO03080624

Bach number

Jlata npousBojcTBa / 18.06.2024

Date of manufacture

Cpok rognoctu / I'ofen 10 30.06.2027

Expiry date

Pazmep cepun / 10 664 ynakoBok/ 10 664 packs

Bach size

Crpana HazHayeHwus / Poccusi/ Russia

Destination country

Peructpanuonnoe ynocrosepenne | JIIT-006935 ot 13.04.2021

/ Marketing authorization JII1-006935 from 13.04.2021

HopmartuBHbIi ToKyMeHT / JIIT-006935-130421, u3m. Ne 1, 2/

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

[Ipon3BoACTBO TrOTOBOM OO1mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
nexapcTBeHHOH (opmbl / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIBHBIIA TIpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IIepBuuHas ynakoBka / O6mecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTBHIO "M AKI3-

Primary packaging OAPMA" (OO0 "MAKM3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII 1Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO6m1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging O®APMA" (OO0 "MAKH3-OPAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHBIH 1poe3, 1. 6, ¢Tp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensua Ne 00205-/1C 15 dpespann 2021 roaa

Brinyckarommii KOHTpoJIb OO11ecTBO ¢ OrpaHUYCHHOM OTBETCTBEeHHOCTHIO "MAKM3-
KayecTBa / O®APMA" (OO0 "MAKU3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH TIpoe3 [, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanne ADC / Otopukokcu6/Etoricoxib

API name

[TpoussBogurens AOC / Xerepo Jlabc Jlumuren, Manus/
API manufacturer Hetero Labs Limited, India
Howmep cepuu ADC / EX24010005

API Bach number

Hacrosmum noarsepxato, uto nanHas cepus Ne DO3080624 Jlonokokc® TabieTku,
MOKPBITHIE IIIEHOYHOH 000s10uK0if, 90 Mr Ne 30, macmopt Ne 388/24 ot 02.07.2024, 6b11a
IPOM3BE/IEHA M IPOKOHTPOJIMPOBAHA B COOTBETCTBUH C JeicTByromumu [IpaBunamu
Hauexaiuei npon3BoAcTBEHHON MpakTHKU EBpasuiickoro Dxonomuueckoro Corwsa u
TpeOOBaHMAMHU PerucTpaimoHHOro 10cke, a TakiKe B COOTBETCTBHH CO ClIENU(PHUKALMIMH
3aperucTPUPOBAHHOTO TPOIYKTA.

JIOKYMEHTBI 110 IPOM3BOJACTBY (IPUMEHHUMBIM CTAMSAM) U KOHTPOJIIO Ka4eCcTBa MPOBEPEHEI U
0/100peHBIL.

JIxoOble OTKIIOHEHHMS pacciie/I0BaHbl B COOTBETCTBUH C BHYTPEHHUMH MPOIIEAypaMH U 0J00PEHBI
Y101HOMOYEHHBIM JIMIIOM /

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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