JNvuensua Ne J1012-00102-77/00010585

Paspemenue Ha Boimmyck JIIT Ne 345
(B coorBercTBuH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue mpoaykra / Jonokokc®/Dolocox®

Name of the product

MHH / Ortopukokcu6d/Etoricoxib

INN

JlexapcTBenHas ¢popma / Ta0JIeTKH, HOKPBITHIE INICHOYHOM 06071049K0i1/
Pharmaceutical form film coated tablets

Jo3uporka / 90 mr / 90 mg

Dose

Tun ynaxkosku / 10 wT. / 3 KOHTypHas siYeHKOBas yIakoBKa / Mayka KapTOHHas
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepun / DO03020225

Bach number

Jara npousBocTea / 22.02.2025

Date of manufacture

Cpok rognoctu / 'onen o 29.02.2028

Expiry date

Pa3mep cepuu / 10 375 ynaxoBok/ 10 375 packs

Bach size

Crpana HazHayeHHs / Poccust/ Russia

Destination country

Peructpanuonnoe ygocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JII-006935 from 13.04.2021

HopmaruBHbINA TOKYyMEHT / JIII-006935-130421, uzm. Ne 1, 2/

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

[Tpon3BOACTBO TOTOBOIA O61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOH popmel / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBII 11poe3, 1. 6, cTp. 4, c1p. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / OO111ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKU3-

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

Anpec /

Address:

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

Bropuunas ynakoBka / OO011ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKU3-

Secondary packaging ®APMA" (OO0 "MAKHM3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




Nuuensna Ne J1012-00102-77/00010585

Beinyckaromuii KOHTPOJIb OO0wiecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTRIO "MAKI3-
KayecTBa / OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Ha3zpanue A®C /. Otopuxokcu6/Etoricoxib

API name

[TpousBoaurens ADC / Xetepo Jlabc Jlumuren, Unmus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EX24010007, EX24120076
API Bach number

Hacrosmum mnoarsepxnato, uto paHHas cepus Ne DO03020225 Jlonokokc® Tabnetky,
HOKPBITBIE IJIEHOYHOM 00onoukoif, 90 mr Ne 30, macmopt Ne 307/25 ot 26.03.2025, GsLia
IPOU3BEICHa W MPOKOHTPOJHMPOBAHA B COOTBETCTBHH C JieHcTBYIommMEu IlpaBunamu
Hannexameld 1pou3BOICTBEHHOW TpakTHKH EBpaswiickoro DxonoMuueckoro Coro3a u
TpeOOBaHUAMH PEerMCTpalMOHHOrO J0ChE, a TAKXKEe B COOTBETCTBHH CO CHENU(DUKAIUSIMH

3apeTrUCTPUPOBAHHOTO MPOIYKTA.

JIOKYMEHTBI 110 MPOM3BOACTBY (IIPUMEHMMBIM CTAiHsIM) M KOHTPOJIKO Ka4eCTBA IPOBEPEHBI M

0100pEHBI.

JIxo0ble OTKIIOHEHHUS pacciieJOBaHbl B COOTBETCTBUH ¢ BHYTPEHHUMH IPOLEAYPaMH H OJ00PEHSI

VY OIHOMOYEHHBIM JIAIIOM /

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.

AHIpocoB A.A./Cﬁzb\ u

VIOJIHOMOYEHHOE JINLIO
000 «KMAKU3-OAPMA »




