Nnuensuna Ne 00205-/1C 15 pespana 2021 roga

Pazpemenne Ha Boimmyck JIIT Ne 517
(B cootBetcTBUM ¢ [Tpunoxenunem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanue nposykra / Honoxokc®/Dolocox®

Name of the product

MHH / Oropuxokcub/Etoricoxib

INN

JlexapcTBenHas ¢popma / TabJETKH, MOKPHITHIE UIEHOYHON 000I09KOM/
Pharmaceutical form film coated tablets

Jlo3upoBka / 60 mr / 60 mg

Dose

Tun ynakoBku / 10 mT. / 1 KOHTypHas s4yeiiKoBasl yIlakoBKa / ayka KapTOHHas
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepuu / D02040624

Bach number

Jlata npousBojacTa / 18.06.2024

Date of manufacture

Cpoxk ronnoctu / 'onen no 30.06.2027

Expiry date

Pazmep cepun / 46 718 ynakoBok/ 46 718 packs

Bach size

Crpana Ha3HaueHHs / Poccus/ Russia

Destination country

Peructpanuonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JIT1-006935 from 13.04.2021

HopmaTtuBHBIH TOKYMEHT / JIII-006935-130421, u3m. Ne 1, 2/

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

ITpou3BOACTBO rOTOBOM OO01ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOR ¢opmbl / Finished | PAPMA" (OO0 "MAKN3-O®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHEIA TTpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuuHas ynakoBka / OO01ecTBO ¢ OrpaHMYEHHOHN OTBETCTBEHHOCTHIO "MAKM3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH Mpoe3, . 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoBka / OO01ecTBO ¢ orpaHMYeHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIHA Tpoe3, . 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensuna Ne 00205-/1C 15 ¢pespans 2021 ropa

Beinmyckaromuii KoHTpoJIb OO01ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KayecTsa / O®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hasanue ADC / Otopukokcud/Etoricoxib

API name

[Tpouszsogutens ADPC / Xetepo Jlabc JIumurten, MUaaus/
API manufacturer Hetero Labs Limited, India
Howmep cepuu ADC / EX24010004

API Bach number

Hacrosammm noareepxkaaio, uyto aanHas cepust Ne DO2040624 Jlookokc® TabiieTkH,
IIOKPBITBIE IUIEHOYHOH 00010uK0if, 60 Mr Ne 10, macmopt Ne 517/24 ot 26.08.2024, Geuia
IIPOM3BE/IEHA U IIPOKOHTPOJINPOBAHA B COOTBETCTBUH ¢ AeHcTByroumu [IpaBunamu
Hannexaiei npou3BoacTBeHHON npakTHkH EBpasuiickoro JxoHomuyeckoro Coro3a u
TpeboBaHUAMH PerucTpalinoHHOTO J0Che, a TAKXKe B COOTBETCTBHH CO CTIeNA(DUKAIIUIMHI
3apeTUCTPUPOBAHHOTO NMPOIYKTA.

JIOKyMEHTHI 110 IPOU3BOACTBY (IPUMEHHMBIM CTaIUsIM) ¥ KOHTPOJIIO Ka4eCTBa MPOBEPEHBI H
0100pEHBI.

JIro6Ble OTKIIOHEHHUS pacciielOBaHbl B COOTBETCTBHH C BHYTPEHHUMH MIPOLIEIyPaMH U O00PEHBI
Y110IHOMOYEHHBIM JIULIOM /

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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