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Paspeuenne na eimycx JIIT Ne 9
(1 coorpereremm ¢ NMpunoseimem 16 cGMP)
Permission to release products (in accordunce with Appendix 16 ¢cGMP)

Haspanme ||pu Ly era /
Name of the product
MIHH /

INN

Tonoxroke®/Dolocox®

"T?Tz_‘b-plnmlcuuﬁf Etoricoxib

HNexapervennas dopaa /
Pharmaceutical form

TabNETKH, NOKPLITEIE TUICHOYHOI 06010MKOI/
film coated tablets

| T[umpmnm
Duu

[ i \rl’nmulcn

l Package type

90 mrr /90 mg

| 10w, /3 KOHTYPHAs Suciikonns wnm;ium/ nayka IC:][.‘ITCIIHI;J;I -
10 PCs / 3 blister packs / cardboard packs

I-mr.,p cepun /
l Bach number

DO3041221

Jlava npomsoierea /
B Date of manufacture

01.12.2021

P Cpok rosmoery /1 ofeH 10
| Expirydate

Ay A

I azmep u.]'mn
I Buch size
i i rpaa Hasnaucig /
‘ Destmation country

10914 yiaxonor/ 10 914 packs

“Pocein/ Russia

\ Per HCTPALHOHHOE ¥ mcmuu.p:.mm
/ Marketing authorization

J111-006935 o1 13.04.2021
JIT-006935 from 13.04.2021

Ilnprmulmlmﬂ Jokyment /
Normative d document

J Ipmnnmcmo roTOBOI
Jerapernernoii hopmor / Finished
t‘.lmabn. form manufacturing

JIT-006935-130421, n3m, No 1/
JHI-006935-130421, variation No 1

Obucerno ¢ OFPUHMUEHHOM OTBETCTBCHIOCTHIO "MAKM3-
®APMA" (000 "MAKH3-DAPMA")/ Limited liability |

!
| N
&
I

Aapee /
’ Address:

109029, r. Mm.mm Aumw.n'mm mlii npuu,r. A 6, crp. 4. ctp. 6, crp. 8/

company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA") |

lh.pmmmm nummua /
Primary packaging

Dumwmo cor pauutu.mmn OTBETCTREHHOCTLIO "MAKH3-
DAPMA" (000 "MAKH3-PAPMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Address:

Ihnpwu:uﬂ VITAKORKE /
l Secondary ]‘uka[,m}_..

[ 109029, r. Mockpa, ArromoGmannstii npoest, a. 6, crp. 4, cIp. 6. cip. 8/

|
!
l(}l)n'“) Moscow, ﬂwlomoblh'u..v y Proyezd, 6,bld 4, bld 6. bld 8 i

OBLIECTBO ¢ OFpaHHYEHIION o FBCTCTBEHHOCTEIO "MAIKH3-
PAPMA" (000 "MAKH3-DAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

‘} Aapee /
i Address:

i 109029, r. Mociksa., AnromoGmiLibil npoes, 1. 6, erp. 4, ¢rp. 6. crp. 8/
| 109029, Moscow, Avtomobilney Proyezd. 6, bld 4, bld 6. bld 8
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B conmiy ”|c'(-v-u'l‘l"m|1. M?”t)ﬁlur.:-u-_rfau C OFPIHHHCHITON OTRETCTREHITOCTLIO "M AK3-
RaeC I I DAPMA" (000 "MAKH3-DAPMA"Y Limited liahility
‘ Quality Control . compuny "MAKIZ-PHARMA" (1.1.C "MAKIZ-PHARMA")

Adipee [

| Address:

|

Hevtanme ADC
AP name 3
Hposesmourrean ADC
AP manutacturer Hetero Labs Limited. India

5 'l“'*'?‘i.;-c-up;|;|' P
A"l Bach 11_}_,,1&91, | |

LO9029 1 Mockma, Anrosoou:inini HpoeyL UL O, eTp. 4L crp. 6. e, §/
, 109029, Moscow, -"\"“‘”'}_I_}_‘_i_l_"i-‘.}'_Pf;L‘f’“?".‘ii.- 6, bld 4, bld 6, bld §

| Dropurokent/Etoricoxih

.'\"c';';:b:) Jlabe JTnanrrel, s/

EX20070027. EXT7070000

Hactosisg HOATBCPALIO, 410 Jannas cepus No DO304122 | Jloaokoke® (RIEHISENTR
HOKPRITIE 1tienotnoil oboaoukoi, 90 Mr Ne 30, nacnopr No 32521 o1 29122021, i
HPOIBCACHA HNPOROUTPOIHPORINI | COOTRETCTMIN ¢ JlefieTsyiomm paw sy

ML iemauteit nponssojacrsenioii npastikn Poceniickoi Dejepatiinn i1 PEOOBI AN b
PCrHCTPALIONHON0 J0CKE, t TURIKS B COOTRCTCTRIN CO CHCHIPUEAUBAN 3APCIHCTPIPOBIITHO]
TR A R g

Jlokysernrm no HPOHABOIACTEY (NPHMETTIMLIM CTL DM ) 1 ROHTPOIO RAMCC TR HPOBLSPCt i i
OAOOPEHK.

JHOOBIC OTRIONEHIA PUCCICHOBANLI B COUTHETCTII ¢ BHNEPCHHINI HPOUC TN PAST I 0 1000¢1H 1)
NIOAHOMOUCHUBIMIE 10 /

[ hereby confirm that this bateh was produced and controed in aecordance with the current Rufe
ol Good Manafacturing Practice of the Russian Federation und the requirements of the
Marketing dossier., as well as in aecordance 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 interal procedures and approved by an
Authorized Person,
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" NACINOPT Ne 325/21

cTp. 1 M3 2

OTOEN KOHTPONA KAYECTBA

r\
{ Jf,g‘-w Nuuenaua Na00205-NC ot 16.02.2021
| ixiichmeabiii HAMME:DT%HME ,uonnxnuc@ TabneTkyn, NOKPbIThIE NNEHOYHON
| MPEMAPATA: oBonoukon, 90 mMr
| 100020, 1 Mockoa HOMEP CEPWM: DO3041221
i ¥ W14
iy OATA NMPOU3BOACTBA: | 01.12.2021
ool rOAEH No: 12.2023
| erpoosen i OBBEM CEPUN: 10 914 yn. Na30
| Ten (495 001-00.28 AHANWUS MNO: JIN-006935-130421, N3am.Ne1 |
i | XPAHEHME: MNpu Temnepatype He Bbiwe 25°C,
| N ! Haumenoranue
Lol | nokazatenn | TpeGopanua HA PeayniTaThl aHanuaa
{4, | ONUCAHWE Hoosioneinyknbic TaGnetkn AGNOKONMANCH OPMBI, | ANOAKODLINYKNLIC  TOGNGTIH  ALNOKODUANGH
NoKpbITHE AnelodHon abonoukon Genoro umatn, ¢ | hopMbl, NOKPLITbIG  NAGHOUMON  OBGRONKONR
i rpanponkod «98s WA OfHOR cTopoMe w «J» wa | Benore ysets, © rPABMPONROA «9B» HA oaHDI ’
| Apyraw, CTOPQMG K s HO APYrOn,
f | Ha nonepeuHom poapose owAWsl ABD enor AARO | Ha NONEpouHOM PaIPeIN DWIHG! 40D GNOR: ARPo |
. I nouti Genara LnoTa v oSonouka Ganoro yooTa, nouTh Genore weeTa i obonoykn Banaro unetn
' 2. | NOANWHHOCTDL B2MX. Bpemsn yaopwunnnun ocHoonore nvka wa | BDXKX. Dpemn YAOPWUNGHUA OCHOBHE!D Nk
| ¥POMITOMDAMMA  UCABITYEMOTO  PACTHOPA  [IOMKHO | H  XPOMATOTRIMME  WCNEITYAMOrD  PRCTUORD |
‘ | COOTROTCTOONATL DPEMOHM YABEMWGAHUA OCHODHOMG | COOTHETCTUODYET  DPBMEHW  YACDAMDAHMA |
] [ MAKD WA NPOMAOTOFDAMME CTAHAOPTHOrO PACTROPA | OGHOBHOMD nuka H XpoMaTarpamme |
| (po3nen cKonuincTouHHOE ONpedeneHies), CTAHAIPTHErD pacTnopa (pnanen |
| j Y®-cnekTpothoTomMeTpUA. Y®-cneitpy nornolleHn | «onuuectnarvoe onpeaenenes) I
1 MCNBITYEMOTD PACTNORA M CTAMAAPTHOro pactnopa n | Y@-cnoxtpodioToMoTpma, Yd-cnerTpu
‘ i olinacti 6T 200 Ao 400 HM JONKHL MMETH MAKCUMYM | nornawjenas MENBITYEMOrO  pactiopa W
i l NOrNaLLeHns npyn 234 £ 2 1M, CraMAnpTHOro pactnepa ¢ obnacth ot 200 ao
| ! 400 HM UMEIOT MEKEUMYM HOrNOLUGHAR NPH 234
L | e S o ERMM, N
| 3, | CPEQHARA MACCA 01 298,30 no 316,76 mr (307,53 mr £ 3 %), 407,55 mr
I e rd Po — o 2% +18%
[ 4, | PACTBOPEHWE Y@-cnexrpooTomarpun,. He menae 80 % (Q) or (100,5%)
INALNOKHOTD KONUYecTna aTopukokenGa Yepea 30 Mun 102,76%
} roPo 104,01%
: a7.62%
i I 97,54%
I 96,81%
! _ 104,37% i
| 5, | POACTBEHHBIE BINCX. 0.00%,
‘ | NPMMECH Mpumoct H-ETCRCOT - e Gonee 0,2 %! 0.0 iy
f npumeet H-ETCRCO2 = ve bonee 0,2 40, 0.04%
| CAMHUYHARN  HOWABHTUIMUMPONAHHAR NPAMECh = N ot
’ Ganea 0,20 %; 0.47%
. | e | cymma noumocoi = ne Gonee 2,0 %. = T . i
[ B, | BODA He Gonee 6.0% Ny
‘ re PO, Metog K.@uwepa 1.8%
| OOHOPDOHOCTE BIKX. AV = 15 % (n = 10), ecnn ycnoune ne -
f DO3MPOBAHWA DuinonHAaTen, 1o AV = 15 % (n = 30), n ann 30/30
; Tabnetok KONW4ECTBEHHOD COAepHaHNG AV. =08
i ACHCTOYIOWGrO BELWBCTDA  JOMKHO HOXOAWTLCA 0 Lt
i unrapnane 0,75:M = 1,25:M.
I N .| [®P®, cnocob 2 . :
I g, | MAKPOBUONOrM4YECKAA Q6Lee uveno napoGHLIX MUKROBPIIHUAMOD He Gonea Menae 10
, | YMCTOTA 103 KOE 6 1 1 (mn)
ObLen YACHD ApoXeKenkiX 1 NNBCHEDbIX rpuban = Ha Meree 10
Ganee 102 KOE u 1 r (mn)
, Orcyterane Escherichia colio 11 (mn) He obHapymeHs
i) sy o | F® P, Kateropust 3A ) 5]
9, | KOMUYECTBEHHOE BIWX. Ot 85,50 mr no 94,50 mr {oT 95,0 Ao 105.0 % 88,08 wir (98,87%
... ONPEOENEHWE 0T JasINEHHOIO KONWMEBETDA) B TABNCTHE. sl ‘")
10. T YNAKOBKA Mo 7, 10 unu 14 TabneTok B KGHTYPHYIO Adedkaayio | [o 10 Tabnetok o KOHTYPHOR  AYEMEODGH |
‘ i ynakonky  va  naenkn TIBXMNBOX  wMnoprHoi | ynawowre wa NBX/TBAX/An Mo 2 HOHTYRHOR
| ! nponanoacTna «Bllcare Research GmbHe (Mepmanun) | suevkonoil yiakosm omecta ¢ UHEGTRYRUNGH no
| W thonsry anoMUHRGNal NEYaTHR NAKMPOBAHHOR No MPAMEHOHMIO 1) NOUKY W3 KAPTOHA
! FOCT 745.-2014 wnv  wmnopTHod  npowanoacTon

sConstantin  Hueck Follen GmbH & Co, KG»
(TzpMaliud) N1 D KOHTYPHYIO AMBIKODYIO YNUKOBKY W3
ioner  xonoaxora chopmananun  (NBX-AniomMuHui-
OMNA) npavanoactna «Bilcare  Research  GrbHy
(Fepmanns) v honsrm ANIOMARWENOR  NEYATHOW
nakvpobaHHoR no MOCT 745-2014 unv wMnopTHDi
npouanoacTen «Constantin Hueck Folien GmbHACo,
KG» (Fepmanus),

M2 1,2, 3 AnK 4 KOHTYPHBIG ANEAKOULIE YAKODKK WIK
no 1 GaHie sMecTa © WHETPYKUMUA N ARUMCHOHWIO
NOMBLURIAT 11 NAYKY W3 KAPTOHA ANA noTpaBuTensLcron
TIPLI MOPKK XpOM-2p3ay wau Xpomonwi no FCCT

33781-201G wnu umnopTHoro.
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MAKKIDARAA

11. | MAPKUFOBKA

12, | CROK ronnocTH

Saknvenue:

SHavanuHuk QKK:

Hara suinycka OKK: «29» nexaBpa 2021 r f

MACIOPT Ne 325/21

CTp. 2 na 2

OTHEN KOHTPONA KAYECTEA
Nuuewann Ne00205-NC or 15.02.2021 ¢

HAUMEHOBAHUWE Fonokokc® TaGneTku, NokpbIThle NNeHoYHON

MPEMAPATA: o6onoukon, 90 mr |

HOMEP CEPWM: DO3041221 —
_AATATIPOW3BOACTEA: | 01.12.2021 ~ e
"TOREH A0: 12.2023 |

OBBLEM CEPWU: 10 914 yn. N230 b i

AHANIN3 TO: NN-006935-130421, Wam.Ne1

XPAHEHMUE: Mpu TemnepaType He Buiwe 25°C,

MepnwaHas ynakensa

—

Ha koWtypHOW Aucikonon ynoakooue (Gnuetepe) wa
PYCEKOM RILE YKAWBAIET, TOPIONOE HAMMAHODAHIE
npenaparih ¢ NPCAYNREANTENLHDR MAPKUDODKOH hifrg
MERAYHIDOAHOS HENAaTORTORAHHOR HONMIBHON HAE:
MoKapCIBeHtyn opmy, AQINDONKY. MUMMBHODBIHWE
IRWAMIECKOTO  MWUA, Wi HMA KOTAPGTO  BLZans
POTMCTRIUWOHHOE YaocTonapenug, noroTAn
KOMAOHMN, OCyuBETRuaLLa NPOARBKAHKWE
ABKARCTUOHHOID  NpenapaTy; HOMOD  Copun,  AnTy
NpowasoacToa (npw haconke wa OO0 «MAKWA-
DAFMA ABTY NPOUIKOACTIE  He  HAWOEHT) Anty
HETHUSHUK CHOKA FORNDSTH

Bropudnan YNakooka

Ha KapToHHOW navke W PYCCKOM HIkiKe YKADWINMOT!
TORronog HOWMUHODAHKE npanapaTa [
NPOAYNPEAUTONEHON MOPKUBONKOM o
MEHAYHIROAHDOD HONATEHTODAHNHOS HOUMEHORA NG,
ADIMPOBKY, HIRMAHODAHWE BPUANHECKOrD nlLa. wa
L KaTopero UkIAAHD PHIMCTPWOHHDE
YAGCTOOUREHIAS, [Hy+] cTpany, ramap
RermcTpatnonHarg yADCTOROPEHMA noratan
KOMIOHWM, OCYWeCTnAmoLILed NPoABNMAHUE
NEKIPETREHROFD npenapata, HIOUMEROOAHAE
NPCANPUATUA-NDOMABOAKTONR, €0 ad4pec
NpoM3INOACThA Ha Qo0 aMAKNI-BAPMAY
YROIBIUAKT  CTPaMY,  ropof),  waMMBHODOmwE W
COACPMINAE  AEUCTOYIOWErD BRWeCTd o 0AHON
TOBANTHA,  NOKPHITOW  AREHOUHON ofignoukon,
“onmuncTeo  Tadnatok o ynakaowe YENDDKAN
XDAHEHKA, £nocel ARDUMEHGHWN! YENOLMH OTNYCK,
NPCAYNPAAUTENLHLIC  HAANWCH «lpumannry,  no
CEELERLETG DpM e, aCopupmiT NAKT0di
WMOHOIMARITS, aXpanuTy o HELOCTYAROM SNH goTel
MECTeu, APMOKATARONUDTHHOCKYD rpynny, wipux-
NOA,  HOMED  CREWA. Q0TY  DPOManDAcToi {npn
NPOMANOACTHE  Ha - OO0 «MAKW3-@APMAS  anry
APOHIHOACTIG We HUHOCAT), AATY WCTEMEHUN GPoKd
O/ HOCTI

Ha  wapronnyio MAYKY  MOMYT  GhiTh  HAHBCHHN
TEXHUYGCKNE (NPoHIVOACTOOHHBID) KO LI
(rpaghuueckue LykBaHHbA unu LHhpaoue),
haprroa

Hioo xaprommol  naske  sa AHINHACKEM  Rabike
(RIIRIBAIOT TONFONDE HAWMAHODAKWN NPANARATA ©
NPCAYNREAWTEIRHON MIPENEIONRDA i,
MR YHARGANOE  HENATaNTONIHHOO HAWMBRALWR,
Aoanponry, mnpmnnampnnemmacmﬂ rpynny,

soanniecTon TAlRATON B ynakouke

Npu nponavcacIon, dacouws W ynakopke Ha [s]ale]
SMAKWI-0APMAL  ponankutonnno Aanyckaeton
HAHBGEHWE cpBacTH BACHTHMKI LW Anw
MONHTOLUHA ANUMOHUA NOKAPETRUHHKWX NpanapaTon,
0 TOM uuche rGGANnHArD MACHTIGMKIUMOHHOD
HOMEPD  TOPrOGOW BAWHBUL W HHANBWAYANLHOTD
CEPUUHOrD HOMEDRD TORroBok EAUHUUD)

(npk I

Mopominan ynakonka
Ha konTypHon nuenkonon yrnkanse itanaTene )

HO - PYCCKOM  i3biKe  yKASAHG.  TOprOuOY |
HOWMEHOD AW npenapata 4
NPBAYNPEAMTENLHOM MIPKMPOBKDR Bt

MUMAYHDPOLHOE HeENA Tea Guarming
HAWMOROUIHNE LATET ot o VIR RS IS 1% Gropnil
A0IMDODka T LA R TV TSI WAV =tn
nuLa, LH] [LEET] KGTGRNIG Newflaril)
PUPHETDULKOHHUE  YAQCIORUpE g nevoteng |
KOMMOHKAN,  OCYWOCTHARIMION  11BOL0NE |
NAaKIpETHIRHKOIO  NoenapaTa HOMOG el
AATH MCTEHumMe S0 04RO

Bropuuran ynakotka

Mo kapTomuos  nawe wa PBYCoHON iy

YHIIDHO TORrOBGO HMMEnOuANAG npeinfn s o |

NREAYNPEANTENLHON
MOMAYHAPDL DM HEDATENT O e
HAWMEROWiHWeS AGAADIK HAARAT A
KIPWANSECEOTD WU, He s KOTURGIT (i
POrMCTRIUROHNCE YAUGTSNOLEHAE ol CIpding

M.‘lfﬂn[}ﬂu«on

HOMEBD  DervCTRALND Ol VAL Qb ey
noratvn EOmMAaHMN ACYUIME TN i
NROABMMENRE  HCEADCT P 010 BEN
HAUMUHOBAHNG NROANEANTHR-NROABEINATE

CTphrih, rOpoA. mMAMMEROLIHWE W Lol siarie
AGUETDYIOLIEID BEWECTHA 8 S3HOH 1a6nem.
ADEPITON DACHOSHON O00H0HKON . 0w ML
TAGNETOR 1 YARKOnKe YONOBAK s
cnocal MPUMBNTHKAE, YERQUKA QInyend
npeAynpeadTenunne vagnuckw «oamenzt nr
HAOHAYOHID  APANOL, aCoaBDsET  fairs ey
MOHOMWLPAT S, «ADinlIL o HEQOGIYIHOR [
ABTER  MUCTEN.  (hAPMOKOTEPANEIT WL
MRYNNG,  WTPWKGKDL,  HOMEP  copuw
HETOUGHUH CRORI TOM0CTH

MO KAPTOMHYIO NAuKY sMECEHR T
(MROWIANDRCTO A | =1 30 (LR T T+ TL IR
BYRICHHBIG 0 UHEOULI ) rppy

AP

Ha kaprosnod fause i AHPTTHMCE R §is,
YRIIAHT' TOPIGOAE HOWMEHANINAE NERapLT A |
ApeAYNpeinTENRHan MADKUDOAK e (2
MR yRapognoe MM T T Ol JiH U

HIAME DG ADDN g

DADMAKOTEDANBBTHINCKAR THYNIAN, KW T |

Tabnaior n P EE

Mon npowineactoe, duicome YOOROINY 1
Q0o AMAKW3-DARM AL AONBAHNTA LI
HIHBCEH CRoACTnN VAP HTADE e L
MOMKWTORWA ADUHUHAR NOEIGL IO R
NpenbpaTon N TOK MUChe  PNOGHGLE o
HACHTHIDUEALMOHNEI O HOME I TCEouty

QAMHMLIEL 1 BHAMBWA Y GBS O (SIS LICITonn

HOMEDD TOLTOEON BV L

2roan

CooTnovcTayer TpoGosanuam NM-006935-130421, H}M“ﬁ{v.%r i
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