Jnuensua Ne 00205-/1C 15 dpespans 2021 roga

Paspemenue Ha Boimyck JIIT Ne 573
(B cootsetcTBum ¢ Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / Honokoxkc®/Dolocox®

Name of the product

MHH / Otopukokcu6/Etoricoxib

INN

JlexapcTBenHas hopma / TaOJIETKHU, TOKPBITHIE TJIEHOYHOH 000JI0UKOM/
Pharmaceutical form film coated tablets

Jlo3uposka / 90 Mr /90 mg

Dose

Tun ynaxosku / 10 . / 1 KOHTypHAas sueiikoBas ynakoBKa / Iauka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03150824

Bach number

Hata npowusBojcTsa / 27.08.2024

Date of manufacture

Cpox rognoctu / Tosten no 31.08.2027

Expiry date

Pa3zmep cepun / 32 442 ynakoBok/ 32 442 packs

Bach size

Ctpana Ha3HaueHHUs / Poccus/ Russia

Destination country

Peructpannonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmaTtuBHBII 10KYyMEHT / JII1-006935-130421, uzm. Ne 1, 2/

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

[IponsBonacTBO roToBOMA OO11ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO0 "MAKM3-
nexkapcTBeHHOH Gopmbl / Finished | ®PAPMA" (000 "MAKW3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIIH npoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuunas ymakoska / OO1mecTBO C OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHITBHBIH npoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuyHnas ynakoBka / O611€ecTBO € OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKM3-

Secondary packaging PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHBII IIpoE3 L, 1. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinuensusa Ne 00205-/1C 15 dpespansa 2021 roga

Brinmyckaromuit KoHTpoJIb OO1mecTBO ¢ OrpaHUYeHHON OTBETCTBEHHOCTHIO "MAKM3-
KayecTBa / ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIILHBIH npoesn, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3Banue A®C / Otopukokcud/Etoricoxib

API name

[Ipoussoaurens ADC / Xerepo Jlabc Jlumuren, Muusy/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24010006

API Bach number

Hacrosmum noareepskaaro, uro nannas cepus Ne DO3150824 Jlonokokc® Tabierku,
TIOKPBITEIE MTIEHOYHON 0005109K0#, 90 Mr Ne 10, macmopt Ne 567/24 ot 18.09.2024, 6pu1a
TIpOU3BEIICHA ¥ TPOKOHTPOIMPOBAHA B COOTBETCTBUH C AeicTByomuMHE [IpaBunamu
Hannexaueit mpousBoncTBeHHo# npakTikn EBpasuiickoro DkoHoMideckoro Corosa i
TpeboBanHusAMH Perncrpanuonnoro gocke, a Takxe B COOTBETCTBHH CO crnenuuKausaMu
3apETUCTPUPOBAHHOTO MPOAYKTA.

JIOKYMEHTBI 110 IPOM3BOACTBY (IIPHMEHMMBIM CTAIHAM) U KOHTPOJIIO KaYeCTBa MPOBEPEHBI U
0100peHBI.

Jlxo0bIe OTKIOHEHHUS paccie/[OBaHbl B COOTBETCTBUHU C BHYTPEHHHMH IpOLEeypaMu U 0JI00PEHE!
VYII0JIHOMOYEHHBIM JIUIIOM /

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.

Beperennukona B.K./_M,— Y « _/é » ;QZ(—/”)J/&Z]ZO% .

Y1omHOMOYEeHHOE JTUIT0 = YAMHGH
000 «<MAKN3-OAPMA » ] MII




