Jinuensua Ne 00205-/1C 15 ¢peBpana 2021 roga

Paspemenue Ha Boimyck JIIT Ne 396
(B cootBercTBUM ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue npoaykra / Jlonokokc®/Dolocox®

Name of the product

MHH / Oropukokcud/Etoricoxib

INN

JlexapcTBeHHas ¢popma / TabJIeTKH, TOKPBITHIE TUIEHOYHOH 000109KOH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 90 mr / 90 mg

Dose

Tun ynakoBku / 10 wr. / 3 KoHTypHas siyeliKoBas yIakoBKa / ayKka KapTOHHas
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepumn / DO03090624

Bach number

Jara npousBojicTBa / 18.06.2024

Date of manufacture

Cpoxk rognoctu / I'ogen o 30.06.2027

Expiry date

Pazmep cepun / 10 722 ynaxoBok/ 10 722 packs

Bach size

Crpana Ha3HayeHHS / Poccusi/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JIIT-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmaTuBHBIH JOKYMEHT / JIIT-006935-130421, u3m. Ne 1, 2/

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

[Tpon3BOICTBO TOTOBOI O611ecTBO ¢ OrpaHUYEHHOM O0TBETCTBEHHOCTRIO "MAKU3-
nekapcTBeHHON popmbl / Finished | PAPMA" (OO0 "MAKHN3-O®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[TepBuunas ynakorka / OO01ecTBO ¢ OrpaHUYEHHO# OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Tpoe3 L, A. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO61ecTBO ¢ OTpaHUYEHHO# OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH ITpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensua Ne 00205-/1C 15 ¢pespana 2021 roga

Brinyckaronuii KOHTpoIb
KayecTBa /
Quality Control

OO01ecTBO ¢ OrpaHMYEeHHON OTBETCTBEHHOCThIO "MAKN3-
OAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Hazsanue ADC /
API name

Dropukokcud/Etoricoxib

[TpousBogurtens AOC /
API manufacturer

Xetepo Jlabc Jlumuren, Uuaus/
Hetero Labs Limited, India

Howmep cepuu ADC /
API Bach number

EX24010005

Hacrosiimum noarepxkaato, uto gannas cepust Ne DO3090624 Jlonokokc® Tabnetku,
MOKPBITBIE TUICHOYHOH 0005104K0#, 90 Mr Ne 30, maciopt Ne 392/24 ot 09.07.2024, 6pu1a
MPOU3Be/IeHa ¥ MPOKOHTPOIMPOBaHA B COOTBETCTBUM ¢ AeicTByromuMu [IpaBunamu
Hannexamet npou3BoAcTBEHHOM NnpakThku EBpasuiickoro Jxonomuueckoro Corosa u
TpeOOBaHUSAMH PerucTpaimoHHOTO J0Che, @ TAKXKE B COOTBETCTBUHU CO CIIEUUKATUIMH
3apEeTrUCTPUPOBAHHOTO IIPOIYKTA.

JIOKyMEHTBI 110 TPOU3BOJACTBY (IPUMEHUMBIM CTaJMsIM) M KOHTPOJIIO Ka4eCTBa IPOBEPEHBI U

0/100peHBL.

JI1oOBle OTKIOHEHHS pacciaeaoBadbl B COOTBETCTBUU C BHYTPEHHUMH IIPpOLEAYpPaMHU U 01106peH1>1
YOJIHOMOYEHHBIM JTHIIOM /

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./ Llop , ke 0 g » (Lo LS 2024,

VY110 THOMOYEHHOE JINLO 1 T—
000 «MAKHN3-OAPMA » MIT



