Nuuensua Ne 00205-1C 15 despans 2021 roga

Paspemenne Ha Beinyck JITT No 6
(1 cooruerernmm ¢ Mpuaokennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 ¢cGMP)

Dcallnfumn country

Hasnanme llrm |~. lera / Jlonokoxe®/Dolocoxd®
Name of the product o
MHH / Dropukokend/Etoricoxib
INN o
Jlekapernennas gopma / TabJIeTKH, HOKPBITHIC TICHOUHOI 000/10UKOit/
lemmuulm.xl form film coated tablets .
Jo: poRKa 90 nmr/ 90 mg
BPose .
Tl viiagonks / 10 . /] homypnau AUCHKORAS YIAKOBKA / IAYKL KapTOHH
| Puckage type | 10 PCs / 1 blister packs / cardboard packs i
| Honep ceprit / "DO3011121
Bach number =
Jlavva npoHIROACTE / 29.11.2021 .
Date of manufacture :
Cpok rojaroceti /[ oden 1o 11.2023
Expiry date e -
| Passiep cepitn / 32 213 ynakosor/ 32 213 pucks
BUEOI e el o o S
Crrpana nasm: e / Pocens/ Russia

I*n,rm.Tmulmnnuu.\'mt,'mm,pq,um. [ JIN-006935 ot 13.04.2021

/ Marketing authorization JIT1-006935 from 13.04.2021
Hopmarunniii jokysenrr / JIT1-006935-130421, nsn, Ne 1/
Normative document JIT1-006935-130421, variation Nu | o .
TTPOIEBOACTBO TOTORON OB6mmecTro € CII‘B:'.'{HH‘-ILIIHOII OTRETCTBEHIOCTLIO "MAK3-
geKaperrentoit popyer / Finished | @APMA™ (000 "MAKH3-OAPMA"Y/ Limited liability
dosage form manufacturing | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Axpec /
| Address:

109029, r. Mocksa, ApToMoGHALHLIT 1Poe3L 1t 6, cTp. 4, erp. 6. c1p. 8/
109029, Moscow, Aviomobilney Proyezd, 6. bld 4, bld 6, bld §

[Hepriranan yiakoska / OBuecTro ¢ orpannuciioil orsereTRennoeTLI0 "MAKH3-
Primary packaging DAPMA" (000 "MAKH3-DAPMA")/ Limited liability
- L company "MAKIZ-PHARMA" (L1.C "MAKIZ-PHARMA")
\'l]‘ll.u / -
Address:

109029, 1. Mockpa, AnromoGuanasti npoesi, i, 6. cip. 4, etp. 6, erp. 8/

109029, Moscow, Avtomobilney Proyead, 6, bld 4. bld 6, bld §

Bropiutias yluakoska / Obuwectro ¢ ommm%nmm OTBETCTBEHIOCTBI0 "MAKH3-
Secondary packaging, DAPMA" (000 "MAKH3-OAPMA")/ Limited liability
R company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Adipec / N "
Address:

109029, r. Mockra, AnromoBmisinti npoesy, A 6, cp. 4. erp. 6, crp. 8/

109029, Moscow. Avtomobilney Proyezd, 6. bld 4, bld 6, bld 8
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Bumyerzonii I(t\ltlﬁf;..:l-l- [ O6meerno ¢ OFPAIHSCHI0T OTBETCIRENIOCTIIO "M A KT T3-

| KTy / PAPMA" (000 "MAKM3-OAPMA"Y Limited habilin

! Quality Control et company "MARIZ-PHARMA" (LLC "MAKIZ-PHARMA")
L Alpec

Vddress:
CHO9029. 1 Moekna, ABrosMoSHALILI 1POEL 1. 6, crp. 4, cip. 6, ¢erp. 8
| 19029, Moscow, Avtomobilney Proyezd. 6.bld4, bld 6. blds
Hinsiie ADC Y r'_')'T‘('l]‘nll\‘m{(.‘.llﬁf'!{[nl'iuﬂ.\‘ih
APlname A -
| Hporsnosrrenn AdC Xerepo JTaGe Jlunres, Mo/
AP munuficturer Hetero Labs Limited, India

Hosep cepitie ADC 1 FX20070027

AP “i‘.*‘;' | |]_Lu”1‘.ah9._-ﬂ|-‘__

S - W 1 e T —— i e

Hactommms noarsepsiaio, uro gaunus cepus Ne DO30O1 1121 Jloaokore | rade i,
HOKPLITHIC TeHouHoR 0boaoaroit, 90 M No 10, nacriopt No 3200210 o1 27122021, Guti
HPOIFICCH 1 TIPOROHTPOIMPOBIIA B COOTRETETSIN ¢ JIchictaytonuan [ pasi.
Hactiemanteit npowinoicirennoii nparTiki Poceniicroil Geaepatn i rpeGomanng
PEEHCTPAIIOUNIONO JI0CKe, 3 TARKE B COOTHETCTRIY CO CIICTU KU LA KIPET I T PO 0]
HIPOINRD

HORYMCHTRI 1O 1POHABOINC TN (TPHMCHHABIM ¢TI ) 1 ROMIPODIO RIMCC T HPORC UL e
oolpeiin,

HIOORIC OTRAOHEHIH PACCACIOBAILL 1§ COOTBETCTRIN ¢ BHYTPSHILIMY IPOHCAYPUs 11 0100pei |
MIOTHOMOUCHIBIMY AnioN |

[hereby confirm that this bateh was produced and controled in accordance with the current Rules
of Goad Manufucturing Practice of the Russian Federation and the requirements of the
Markeung dossier, as well us in accordance with the specifications of the registered product
Documents for production (applicable stages) and quality control are vertfied and approsed

Any deviations are investigated in accordance with internal procedures and approved by
Autharized Person,
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| MACIOPT Ne 320/21 cTp. 112
! y. OTOEN KOHTPONA KAYECTBA
Aﬂ:""q% NuueHaua Ne00205-NC ot 15.02.2021 r
AT HAMMEHOBAHWE Oonokokc® Tabnerky, NOKPLITLIE NNEeHOYHOW
| FPETIARATA: o6onoukoii, 90 Mr

HNezn, 1 Mockna HOMEP CEPUW: DO3011121
| s g OATA NMPOU3BOACTBA: [ 29.11.2021

Gt 4 FOLEH A0: 11.2023

crponnme i OEBEM CEPUU: 32 213 yn. Nz10
U Tan . (4U%) 9810010 AHAININZ NO: NN-006935-130421, Nam.Ne1

.| XPAHEHME: Mpu Temneparype He Buiwe 25°C,

__I:IL:;_ ____'.'"?_I:MH;;:;:_:LM TpeGonanun HOQ PoayneTatil aHanuaa

1| enAcAHmE

2. | NOAnYHHOCTE

Noonronstinyknule Tobnotky AONOKODWAHOR HOPMBI,
nokpniTeie nneHounol obonoukon Gonaoro uneta, ¢
rpapupoBkoi «98n WA OAWOA CTOPOHE W wtn HA
JIpYromn

Ha noncpouqom paipeéle DWAHLI ADA CNOR. AAPO
nouty Genoro UoeTa W obonouka Ganara uneta,

nannuonunynnuﬁ TOBRETKY AGnoxonwHON
$HOpMbl,  NOKPLITBIG  NAeMoYHoRr  obonodkon
Gonoro upeta, ¢ rpapwponkol «98» Ma oaHow
CTOPOHE W ad» HA Apyron

Ha nonepeuHom paapoae NHAHL! 4ua cnon: aapo
nouTy benoro unetn v aonodkn Genoro uueth

| B9KX. Bpemn yRepWABONMA OCHORWGrG maNn Aa

XPOMATOTPAMME  WCNLITYBMAOrG  pACTOOPD  JAOMKHO
COOTOOTETNORATE NPEMEHN YACOKWDDHWA OcHOBHOra
NUED HD XPOMATOrPOMME CTAHAQPTHOrO pPacTNOPA
(piapen eKonuyecTnaHHOG ONPeAONEHNANR),
Y@-cnokrpochotoMaTpma, YO-CnewTps nornowaHuns
HENLITYEMOrD PACTHOPD M CTAHAAPTHOMD PACTHOPA
ninacty o7 200 Ao 400 KM ADNMHE IMOTE MIKCHMYM
NOrnowWeHus npyu 234 + 2 v,

BIOXX. Bpoma yAopwanaHun OCHODHOIO Mitka
HO  XPOMOTOrPOMME  WCNLITYGMOrO  PACTIOP:
cooTnoTcTRODYeT ORAMEHN YAORMWDOHWN
QCHONHOrD nvna HA XPOMATOrPAMME

CTAHAAPTHOrO pacrnopn (paspen
«llonuuecTnaHHO® onpeaeneHIEs),
Y®@-cnoktpothotoMaetpus, Yd-cnekTphl

NOrNoWoHh  WENWTYEMOro  pactboopa U
CTavpapTHoro pactoopa & abnactu or 200 Ao
400 HM UMEIOT MAKCAMYM NOrNOUIGHWA NpY 234
+ 2 HM.

Gonee 102 KOE o 1 1 (mn)
Oreytetnve Escherichin calin 1 F (mn)
r® P®, Karoropun 3A

3. | CPEOHAS MACCA Ot 298,30 40 316,76 Mr (307,53 Mr = 3 %), T aos 2 mr
2 ro Po -2.6% +1,6%
4. | PACTBOPEHME Y@-cnextpodiotomotpus, He MeHes B0 7 (Q) ot (101,80%) ]
INADNEHHGID KONUUEETNA dTapUKoKeUDa Yeped 30 mun 102,00%
re po 102,41%
101,50%
101,49%
101,324%
- _L__ - 101,99%
5. | POOCTBEHHbIE BIXX. 0.00v
1 MPUMECH Mpumecs H-ETCRCO1 = e Gonee 0,2 %, 0.00%
! npumecs H-ETCRCOZ2 = ne Gonen 0,2 %: 0‘04,;,"
F BAWHNYHAN HEWAOHTUGMUAPODAHHAR NPUMECE = MO e
I Gonee 0,20 %: 0.18%
N —— | eymma npumMocei — we Gonae 2,0 Y. o ook, -
BOOA He Gonee 6,0% s
@ P®, Motoq K.@uwaepa 1.9%
7. | OOHOPOOHOCTR BIWX. AV = 15 % (n = 10), ecnn ycnoowe we | DR
’ NO3UPOBAKWA ounonuAaTen, To AV = 15 % (n = 30), w ann 30/30
, TnGneTox KONUUBCTIOHYOE CoABpMIHNE AVi=27
] ABVNCTRYIOWErS  BOWGETEN JIOMKHO  HAXOAMTLEA n 0=
| wHTepuang 0,75 M =1.25M,
) . e PO, enocob 2 -
8. | MMKPOBMONOrrNYECKAR QOujee YUENO AIPOBHLIX MUKPODRIaNMIMOR HE Bonoo 5 =
YUCTOTA 103 KOE 1 1 r (mn)
Ofiwjee Yueno APoNOkenkIX W NNecHenblx rpudon — He Mewea 10

He oGHapyx#aHo

| 9. | KONMMYECTBEHHOE
| ONPENENEHVE

BIXX, Ot 8550 Mr a0 54,50 mr (o7 95.0 o0 1050 %
QT ANANNEHHOro mnmﬂcrnn) i 'raljnm*ke.

88,72 mr (98,58%)

0. | YMAKOBKA

Mo 7, 10 vaw 14 TalRuTer 8 KOHTYPHYK AYERKODYio
yrakoiy w3 nnedkn  NBXNBOX  wmnoptHoR
npavanoactea «Bilcaro Resvarch GmbH» (Mepmarun)
W horbry ANIOMUHUEDON NEYaTHOR NAKUPEBAHHOA no
FOCT 745-2014 wAW  WMNOPTHORM  NPOMINOACTEA
«Constantia Muock Folien GmbH & Co. KGw
(TEpMOHUA) UNK 1 KOHTYPHYIO ANBAKODYIO YNaKonky na
dionsrn xonoaHoro chopMosanua  (MBX-AnoMunWi-
ONA) npovanoactoa  «Bllcare Research  GmibHy
(Fapmanms) v ONLIM  ANIGMUHWUGDOW  NAYOTHORM
nakwponanHod no FOCT 745-2014 unn uMnopTHOR
npauanoactoa «Constantla Hueck Follen GmbH&CH,
KG» (Tepmarnusn),

Mo 1, 2, 3 bnw 4 KOHTYPHBIE ANBAKOULG YNAKOUKK NNK
ne 1 GaKke NMECTE € MHCTPYKLHAA NO NPUMOHEHAID
NAMOLLAIOT D NAYKY U3 KAPTOHD ANA NOTREOUTENLEKON
TAPL MOPKW XpOM-3pany wny xpomopwin no FOCT

_ 337812016 wnu uMnopTHOro.

Mo 10 7abneTok © KOHTYPHOW AYeRKanod
ynakouke ns NBXMBAX/An. Mo 1 koHTypHOW
AYBAKONON YNAKODKE BMECTE € WHETPYKUMOR no
NPUMOHCHAID B NAYKY W3 KOPTOHD.
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f MACMOPT Ne 320/21 CTp. 2 w3 2
OTHEN KOHTPONA KAYECTBA
JInuonann Ne00205-NC or 15.02.2021 ¢
: HAMMEHOBAHUE Aonokokc® TabneTku, NokpsIThie NNEHOYHOM
AR | nPENAPATA: oboroukon, 90 Mr
10DR6, 1 Moxans HOMEP CEPWW: DO3011121 T
(e ore OATA TPOV3BOACTBA | 29.11.2021 ) _ .
CTECen FOAEH [0: 11.2023 o
‘ OELEM CEPUM: 32 213 yn. N210 B
wn A Ou00 dl AHANIN3 NO: ﬂl'l-006935-130421, Wam.Ne1 .
.. _ _| XPAHEHME: Mpu TemnepaTypo He BLIwe 25°C.

11 | MAPKUPORKA

JAKAKUOHMN!

“Havanuuuk OKK:

Hara puinycka OKK:

Nepnuunan ynakanxa
Ha kohTypHOW nuoikonon ynakooxe (GnucTape) Ko
AYCCKOM AJLIKE YHADLIDNIOT TOPFOBOS HOMMEHODANKE
NPEnapaTa ¢ NpeAyNPEAUTCRLHEN MARKNDODEOH &
MONAYNARRANGE  HENATOMTOMWAHNOD HAWMEHONAHN,
NUKARCTOEHMYIO DOPMY. ACIMPABKY, MAUMOHONDNWE
ORMAMMECKOTD  AMUA, MA WMP KOTOROTD  MWAAHD
POrUcTpaLMONOS YROCTODRGUrMG naratun
HOMMAOHUA, OCYWoaTRNMOWOR NPCADNMOHNG
NEVAPCTOEHNOTG NPUNDPATA, HOME[  Gepuu ATy
npowancaAcTUA  (npH dacolke ko OO0 «MAKKA.
PAPMAY 20Ty nponalogcTon wo HOMOCAT), fAaTy
HETOMUIHAN CPOKN roAHDGETH

Bropuunas ynaxkonka

Ha kaptouHon nauke ka pyscrom aauke yioasoaor
Tapranoe HANMEHOUARNE npanagaT c
NPaAYNPEANTANLHON MEPRAPONKG o,
MEMAYHIPOANOS  HANATENTOMIHHOE HIAMMEHDW AR,
AD.‘!MPDON}’_ HIUMSHOD O We IODUANNECKOra NWUa WA

nan waropara AnIAMD POMCTRALIMOHH DG
YADCTONE PasUl oo CTpaHy HOMUp
PRrACTRIUROMRAID yAoctTanopakin, aoraTun
FOMNMAN, OCYLUBCTRAM KGR HpoANWMGHAR
nUKApCTOENHOrD hpanapata HMMS HoniHn e

MREANPUMTHA-NDONIUCANTENY,  ©r0  Jgpec  (npa
NPOUINCACTIE WA Q00 aMAKKHI-mAPMAY
YRADRIBAILT  CTDARY.  TOPOA).  HOWMOWOIHAG W
COAUPMARME  RONCTDYIOWErD DOWOCTna o QaHOK
rabneTke NOKOLITOR  AAGHOUMOM  afonoYHOW.
Konuuectno  taBnetox 0o ynakonke:  yeponua
SPOHUHWN, CNOCO0 NpUMenEHUn,  yenorwn arnyen,
NpojynpeawTanewwe  Haanuen  «flpumonsat, no
HAXHAMEHND Bpasiy «Cosupsar NUKTO3R
MOHOTMARATE «XDINHTL B HEAOCTYINOM AfM AuTeR
MUCTEN, DUPMIKOTURONSUTUNOEKYID FRYNNY, 1TpHX-
KOS, HOMOD  COpMW,  A0TY  NPOWINOACTRA {npn
nponaboacTae Ma QOO0 «MAKU3-DAFMAs  aaty
MRONIVCACTIN HE HAWOGHT) AOTY WETOURHWA CPOKI
roANOCTH

Ha  waprousvio HWiMey  mOryT Ok siasaceds
TOXHANUCK AR (MPOUINOACTIN HHEIG) KO i
(rpAtEUunEkMn GyRneIHWe  war  uponLs),
thapmens

Hil  RUpTOMHGH  navke  ME aWrpwdcKom Mkl
YRIJLIDMOT TOPrONOC HOWMEHODAHME ApenapaTa o
NEOAYNReANTELHON MARKMRONKDIN "y,
MENMAYHOPOAROE HENATEHTODAHHDY HAMMEHOLANIAE,
ACIMponKY,  DARPMAKOTEPUNEUTHYOCKYIO  rpynny
Konw4ecTas TalineTak o ynnkonke

Mpw nponancacTee, dacouke n ynaxonke wa 000
«MAKMI-@APMA»  pgononwistenyie Aonyc<auTen
RaHOEEHWE cpeacTu HAGHTADHKALMK ans
MOHUTOAMHID ADMMOHUA NEKAPCTRRMHLIX BREAADITON,
0 7aM dHcng mobajeHore  WASHTHGUEILMOHHGMO
HOMODA TODFODOW  OAMMUUE W WHAMDWAYANRHOTD
SUPHRHOTO HOMEPA TORIONGH BAMHMLL

l

Meprusnas yrakonka

FIa KOHTYOHOM HUERKONOW YOasonRe (SRacTepe, |
YKOMANO  Topronc

nDEnGpATa i

HIl  pyccrom  sauike
HalmBHODANWE

NPeAYNDUANTENLHGK MADKHBONRGW
MOMAYHOPOANHDG RGANTEMTORANGE
HAUMARG U ALLRT i DR hopeaL

ACINDOUNY, FOMETH D i er

nAua, ha LU

WOTOR

WP ANE G G
ara [ILEF PR

PEFUCTROUMOMM OO YARCIOABEE AN NOTTI
KOMMOAHKHK,  OLY LIS T
NEKDPCTUNHHOTG  NDaNORATH

AT NCTEHNOHWT CHOKA FOANOCT

Bropuunin ynakoaka
Ha  vaprednos  nauee

npedynpeadtenson
MEMAYHIADOAHON

LTI R S TR
HONDD Pl

Hil PYOCKOM  dauiet
YEOIOHO TOPFOUOL HAWMOHUIIHAR ADannatd

(HTST!

A0 NHEDE I

HENATOMT O

HIAWMAHOWIHW ACTMpoDKD
KIPMAKMECKDIO WL MO WMI KGTEDOMD Bdaab
PEFUCTDALMOHMOS YLOCTOIMPHHWE  ©05 CTDAH .
HOMED PETMETRALHaHEGrE

norotan MM E R

Tabneiow o ynarooxe
cnocod  npuMereres,

HAINDHEHWG  Dpasi

HAWMENDHAHNG ‘

YACDIOneprage

QCYUIECTNI AN P
NROABWSE WS NeRNRITOE D npenhpata
HAWMBHANI R npl..-,.:nmlﬂmn«r!ponﬁltc,}uT'.".‘ill
CTRAMA, TOPLA. HAMMUOHORIHKLD W BORO[WIHpEe |
ACHETOYKIWLErE UCWOETON I QMO TADME T
NOKRLITOW NNehoukon obanouion KRNt e

yenanua  #pa

Wyl

YENORUA  OTRYeHD
NagAyNpeanTeibtble waanucn «pusec, b

wlanfio

PHUET DT S

MOHQrAARRTH, «XDAMUTE W HEAGCTYANMOM A0
ACTER  MecTey,  QApMAKGTEOANEHT wes o

fpyAna.  wrpuv-koa.

H

cragp

HETOHEHWA SROKID TOANOCTH
Ha KARTOMMYIO NAMKY WONMOCEHL TORHAEE

(APOHINSACTHOHHKIO)
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(rpacuwsecne

OVROBHALIE W UMEDPANLIN | DAEMKOA

Ha wppronmey novee

LK}

AMFITINGEKORM Sk

YEQSUHD' TOMOUON HABMUHONAHAE AN
MApKURANKOW

NPGAYNDEARTENLHOKM
ML YHADOA HOE
HalIMEHODaHWY
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