Nuuenaua Ne 00205-1C 15 deepana 2021 roga

Pazpewrenne Ha seinyck JITT Ne §
(B coorpeTeTBun ¢ [Tpnnoxennen 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

| Haamanne npojIvETa /
| Name of the product

Jonokoxed®/Dolocox

| MHH/
INN

Jlexapernennan hopaa /

| Pharmaceutical form

Dropukokend/Etoricoxih

rabaeTki, NOKPHITHIC Tenounoii obonovkoit/
film coated tablets

| Jlomiponka /
f)mx.
T VIIKOBIH /

Package type
[TosMep cepitin /

| Buch number

90 mr/ 90 mg

10 mr. / 3 kourypuas suciikonas yNnakoBka / nauka kaprotnas
10 PCs / 3 blister packs / cardboard packs

' DO3031221

| Jlara NPOHEROJICTRA /
Date of manufacture

01.12.2021

Expiry date

Paasep ceprn /
Bach size

Cpok roznocti / Tojien j1o

PP § Mo

10 836 ynarosor/ 10 836 packs

Crpanta s VIHACHIN
_Dummnnn country

Pocenst/ Russia

Per uurpaununnm yAocTOBCpEHTIC

JII1-006935 o1 13.04.2021
JIT-006935 from 13.04.2021

Hmma FHBHBLT JIOKYMCHT
Normative document
Liponsnojerso roTopoii
Aekaperieintoil Gopmen /

Anpec/
Address:

dosage form manufacturing

JIT-006935-130421, uam, No 1/
JIMT-006935-130421, variation Ne |

Finished

OGnieeTno ¢ OrpaHHuCHIOi oTBeTeTREHOCTRIO "MAKIA3-
QJAPMA" (()DD "MMC!*I? (DAPMA")J Limilc,d li.xhilitv

109029, 1. Mocksa, AnToMoOIALHLIT npoet, . 6. c1p. 4, c1p. 6. c1p. 8§/
109029, Moscow. Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hepritaian yrnakouka /
Primary packaging

-K,‘lpt‘l..‘ /
Address:

Bropusis y HOKORKS /
Secondary packaging

OGLueetBo ¢ ol PAHINICHHOMN OTRETCTBENOCTEI0 "MAK 3.
D M”M A" ((J()() "MAKH3-GAPMA"Y Limited liability

109029, 1, fvincwnn ALL'I'O'\mGu'u.nmii npo:.au i 6 crp. 4, LT]J 6. crp. 8/

Oomeuuu [ mp.mnvlumoh orpereriennocTio "MAIKI3-
DAPMA" (000 "MAKM3-DAPMA")Y Limited liability

r\l’!dtbhh.

company "MAKIZ-PHARMA" (LLC "MAKIZ-PHAR MA"M

109029, r. Mocksa, AstomoGHLIEI poest, it 6, ¢rp. 4. eTp. 6, e, 8/
109029. Moscow. Avtomobilney Proyezd. 6, bld 4, bld 6, bld 8
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By eiuoni 'h'UHI'Pi s | OGmeerno ¢ OFPATHICHHON OTRETCTREHIOCTIO "NAR TS
R I DAPMA" (000 "MAKH3-DAPMA" )Y Limited labilins
Cuahiey Comeol | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA®

Alpee

Address:

LORO29, 1, Mocki, AstTosoOILHLI HpoCsL L O crp, d,erp, 6, e, &
19029, Moscow, Avtomobilney Provezd, 6,bld 4, bld 6, bld 8
Hasanne A I

Al nanje VUGN, I S
1 Xerepo JlaGe Jhnves, Fhisma:

')I‘upl!h‘ﬂh‘uit-\ Elorcoxib
Hpostoutre i, A/

AP mimutucturer l Hetero Labs Limited. India
Frostep cepity ADC

TEX20070027
A1 Bach r!tm]l)gr |

HacTonim nojrenepsaio, sro nanias ceprst Ne DOOI 22T Horioroke k140 w1 i,
HORPLEELIE ool oGoaotkoit, 90 s No 30, nacnopt No 32421 o0 2702 2000 6nt i
HPOIHHCICH p IIPUKU|l'l'[]l.).i]li[‘.ll"ll'li:.lll.:l B COOTRCTC TRy ¢ ,'IL‘IHIL'I‘N_\ ST [[“!HHH AT
TRLGIEHATIER npOHIBOICTREHHOIT APARTHEN Pocenieroil Dejaepaiutin i1 pedotitim

PErHCEPAUIONIOT O q0ehe, it TARIKE 18 CONTRETCTRINI ¢o CHCTINP AN GIPCT 1C T PHPORK o)

PN W,
”.Uh," MU Hpon THOJICTRY (IIPI'H\IL'HHMI-IM CLLLNN ) H I\'Ul[‘l'[“.‘l.llﬂ S L S | HPOBRCPUITGL 1
(AN u]]'}l.'lil-l

Hotie OTIIOHCHTIN PUCCHCLOBAN 1§ COOTRETC 1IN ¢ BUYTPEHIMME TPOICAY P 10 40Gpei |

S PHEOSTOMCHTTIANTE JHLHONT

Hhierehy contirm that this bateh was produced and controled in accordance with the curent iR
ot Good Manufacturing Practice of the Russian Federation and the requireimients of the
Marketing dossier, as well as in accordance with the specitications of the registered produ
Documents for production (applicable stages) and quality control are verfied and approved,
Anv deviations are investigated in accordance with internal procedures and approved by an
Authonized Person.
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; MACIMOPT Ne 324/21 cTp. 113 2
i OTAEN KOHTPONA KAYECTBA
! Nuuexaun Ne00205-NC or 15.02.2021 r
; : HAMMEHOBAHUE HDonokokc® TabneTku, NOKPLITLIE NNEHOYHOW
| ALK ADAIMA MPEMAPATA: Osonoquoﬁ‘ 90 ol
| «op0z6, ¢ Motn HOMEP CEPAV: DO3031221
| e OATA POVIBBOACTEA: | 01.12.2021
| v TORER f0: 12.2023
| erpoowie B, OBBEM CEPUNA: 10 836 yn. Ne30
E Ten (405) G81-00-48 AHAINN3 NO: JN-006935-130421, Mam.Ne1
| B XPAHEHWE: Mpu Temnepatype He Bobiwe 25°C.

N I — i

ol H::"’DM“:;':T'::L"““ Tpeboaanun HO PoaynuTaTthb! ananuaa

1. | DAUCAHWE

}
|
2. | NOANWHHOCTE
]
|
|
|
|
|
|

_.|_havrk Genaro uneta n aionauka Geanoro LRoTa.

Ooonkoninyensie TaBneTkw nbnokoonaHol hopMbl,
noNpLITEIC Nnexoddol obonodkon Genoro uneTh, ¢
rpanuporkal aSfis WA OAMOA CTOROHE W wlr WA
Apyrog

Ha nonepeudom paspeae DMAKHG ABR CRON. AAPO

Oooakopuinyknusie  Tobnetkw  AGnokomruaHaw
hopmbl, NOKPBITBIO  Nnenouron  obonoukon
Ganoro unerta, ¢ rpanuponkol «98» Ha opnai
CTOPOHG 1t «dn N Apyron

Ha nonepoudom paspeas pugHut 400 CNON. AP0
neyrn Genare uneta 1 oGonaykn Genora UbeTta

BIMX. Bpemn yIepmunoHun OCHORMOrG MUK HA
YPOMATOTPOMME  WCRLITYEMOFD  PACTRDPR  JONKHO
COOTRETETHORATE UPOMOHY YAEPKWUDAHWSA OCHOBHOMD
NAKI M XPOMATOMPaMME CTAHOOPTHOrQ pacThoph
(PasALn «KonW4ECTDEHHOO QNPOAGAAHWEH),
Y@-cnoktpothotoMaTpun. Y@O-CAOKTRL NOrMOWAHWA
HENbITY@MOrD PAGTHOP W CTOHAAPTHOrC PACTDOPA B
atinactu ot 200 Ao 400 HM AOMKHL KMETH MAKGUMYM
NOFNOWEHWA Npu 234 £ 2 um,

B3IXX., BpeMa yACDHUDAHWN OCHONHOTD NWKa
HO  XPOMOTOIRAMME  WCNLITYOMCro  pPacTnopa

COOTROTCTRORYOT BpamMeHiA YAQPMUOAHUA
QCHONHOMQ NKKa Ha ZpOMATOrpanmMa
CTOHAOPTHOG pAcTnapa (pnagen
«{DAMHECTREHHAO ONPBABNEHAEY),

Yd-cnoktpochotomMeTRMA, Y@-cnenTpul
NOrNOUIGHWA  UCNbITY@MOre  pactoopa 1

CTangapTHoro pactnopa n ofnactv ot 200 ao
400 HM UMBKIT MIKCUMYM NOTNOLUBHUA NPpW 734
+ 2 HM.

| 3. | CPEROHAR MACCA 07 295,30 10 316,76 Mr (307.53 Mr £ 3 W) 087 mr
i_ | e re po 2,1% +3,2%
4, | PACTBOPEHME Y@-cnektpodoToMeTprn. Ha manae 80 ' (Q) ar (98,9%)
| DANNEHHOrO KOAUYBCTIA aTopukaxcula vapaa 30 MUK 96, 34%
L ro P 89,54"%
| X
I ! 100,42%
I 100,99%
| 58,45%
s . - 97.56% -
5 | POOCTBEHHABIE BIXKX, 5 0t
1 ' NPUMECHK Mpwmecs H-ETCRCO1 = we tionoe 0,2 %; 0.00%
| | npumec, H-ETCRCOZ - He Gonee 0,2 %, U'U-i‘:‘:
‘ GAVHUIHAN HEWAEHTUMUMPOBAKKAN DPUMECH — He b
J ‘ Gonee 0,20 %, 0,1a%
T » CYMM2 NPAMOEEE = Ho Gones 2,0 %. Rk o
5. | BOOA He Gonee 6,0% o
I o Pd, Metos K.Ouiepa 2.0%
7. T OAHDOPOOHOCTH | BAXX. AV 5 15 % (n = 10), eciv ycnomwe We ‘ B
AO3UPQBAHWA uuinoAxseTen, To AV = 15 % (n = 30), u ann 30/30
| TalneTor KONUYEETBEHHOS coarpXaHG AVio = a4
i ABACTOYIOWErD BOWBETAD AOAMHO MAXOAWTBEA O L
! uHTEpnAno 0,75-M = 1,25:M
I r® P®, cnocob 2 |
8. | MUKPOEWONOrMHECKAR Q6Wee YUCNo AapobHLIX MUKPOOPTaNWIMED He Bonoe 5
| YUCTOTA 103 KOE 0 1r (mn)
i Obuyne YMEnND APOHOKADE W ANGEHENWY rpubon = He MiHee 10
|

‘0. | KONWYECTBEHHOE

Gonee 102 KOE n 1 r (mn)
Oreyrerone Escherichia collo 1 r (mn)
Fo PO, Katoropusa 3A

He atinapyweno

B2XKX, Ot 85,50 Mr 8o 94,50 mr (o7 95,0 g0 105.0 %
OT 30ABMAEHHOTS KONMHESTDA) B TABNETKE.

90,00 mr(100,1%)

10.—‘-_9ﬁ2\'ﬁdéuﬂ"'

|
|
|
|
‘____ __ ONPELENEHME

| 1 honLrm anoMAHWERDR NEYATHOR NAKWPODAHHOA no

33781-2016 unu umnopTHora

Mo 7, 10 unr 14 TabnaTok 0 KOHTYPHYIO ANEAKODYO
ynokenky  wa nnewe TIBXNBOX  wmnaptHon
npowanogctna aBilcare Resaarch GmbHy (Tepmanun)

FOCT 745-2014 wnu  uMNopTHOR NpOMInoACTRA
aConstantia  Muesck Follen GmbH & Co, KGw
(FepManva) unKk O KCHTYPHYID AYCAKORYIO YROKODKY W
thonkrk xonopHora chopmosanan (NBX-AnoMAHKA-
OMNA) npamanoactna «Bllcare Research GmbMy
(Fepmanun) v dionsr ANIOMAHMGNONA  NEYUTHOW
nakapouanHol no FOCT 745.2014 wvnAv wmropTHOW
npouanegcrnn «Constantin Hueck Folien GmbH&Co.
KG» (FapMarun),

Mo 1.2, 3 unu 4 KOHTYPHLIE AYARKODBIE YRAKOHKY UAY
no 1 GaHke OMOCTE © MHCTRYKUMER 1D NPAMOHENWIO
NOMOLLGIOT B NZHILY U3 KAPTOHA ANy notpefinTensckon
TOPL! MOPKM XpoM-apany khu xpomonbi no MOCT

Mo 10 taGneTok B KOWTYEHOR  nYmAKODOW
ynakonke w3 MBX/MBOX/An. Mo 3 kouTypHaw
AMORKODOW YNUKODKK BMOCTO © MHETPYKUWCA no
NPUMEHOHKIO B NAUKY W3 KAPTONA.
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NACMOPT Ne 324/21 crp.2maz |
CTAEN KOHTPOMNA KAYECTEA '
F oy Nuuonaun Ne00205-NC ot 15.02,2021 1 |
MRS DRANA HAVMEHOBAHWE Honokokc® TabneTku, NoKpbLITLIC NACHOYHON
MPEMAPATA: oGonoukoi, 90 mr ‘. e W
10U0RH ¢ Mackn: | HOMEP CEPYIN: DO3031221 .
| e OATA NPOW3BOACTBA: | 01.12.2021 B e
i FOAEH [0: 12.2023 .
i OBBLEM CEPMMK: 10 836 yn. N230
f T G AHANU3 NO: 1N-006935-130421, Wam.Nz21 e
XPAHEHMUE: Ipu Temneparype He ouiwe 25°C.,

11, | MAPKMPOBKA

12,

L CPOK rONROETH

JaknroucHua:

A Havanuuwk OKK:

!
J
|

YO -

Mepununan ynaxonxa |
Ha woutypHain aunikonon ynakaaka (Gnuctepa) nu I
PYCCROM HbiHe YRIJLBAIOT, TOPFONOE HAMMaNOBANWE |
NPOMApaTh ¢ NpeaynpesnTensHoi MAPKUpoNKoN @,
MOKAYHAPOANOU HENATOHTORAHHOR HAHMEHORAHKY,
NEKARCTHOHAYK thopmy, ADIMPOUKY, HINMAHODIMNG
ROUANMSCKOrS WU, HO WMA KOTOROMS WAL
PeracTpRurDNDe YADCTODEREHUR AGraTHN
KOMRAGHKHY, ACYILUBETINNNEIL A NooAnuweng
NERAPSTUENNONG NPUNARATA. HOMOP  Gopiu, Aary
poM3noacTon (Npk acoowe W OO0  «MAKMI-
DAPMAY aaty npowanopcTng me HaWOENT), Aavy ¢
HETAUMARAM CROKA TOANOCTI
Brepuatin ynakouxa

MO HapTeHHOW nauke wa pycorom Aauiie YRR WBNGT,
Toprougon HIAMMOHODHAE npenaphta (30
NPEAYNREANTONLHON MORKMPOBRON v,

MOMAYHADOANOE HENATEHTORIHHOR HIWMAHODNHAR,
ACIMPOUKY, HAMMEHDRAHAR KPRAVMECKGIO nuua, wa |

s KQ10poro BhlA0HO perucTpaunonnoe
YAQCTOUERGHIE, ara CTpamy Homep |
PUTACTRALUMOHHOID yAoCTounpim, natorun |
KOMAAHNAK, acyluscTnnnmiilen npojovsexde
NerdpcTiuaHinrg nponapata HOMMOHODaHKWE
AARANDUATAR-NROMANGAKTENN.  arg ANpEC  (pH

nEoMaboAcTRe i 000 «MAKMI.@APMAN |
YRAIWHQIOT  CTOOaHY. 10POA),  HAMMBEHS I n
COARDMANUG  ABRCTAYWWRTG  DelWecTos 11 agHow |

|

Tatiie e NOKPWTOR  nAenoYHon  obonouko |
rahhsecToo  taGnotor o ynanones, yehanun i
XPanoHkh, cnocot NPUMOHOHIA, yonatua arnycea, i
MNEAYNPeANTE ML i HALMACK uﬂphunmln- no i
HATHINE D apisae, w«CoaepHmT o |
MONDTUAPATH, wXPONMTE O NEAGETYNHOM ANs AvTen |
MECTER, QUPMAKOTERANCHTHYECKYIO rPYANY, WTPUE- |
KOA,  HOMED  CUpUM. A0TY  NPOMINOACTIN (npu
npowanoacTie wa 000 «MAKWZ.0APMAL  anry
NPOMIBOACTIN HE HUHOGAT), AATY METUMUHUR Cpoka
FOAHOLTH

Ho  xapTeniyie NOYKEY  MOMYT et HOnOSEHL
TOXHAMOCEME (MROWINGACTRE HH LI KOsl
{1 pathuackun DYKDEHHWE Wi wuhponwe),
ipmkog

Ha KOPTOHHOH  [AMKE W3 JHEAMKCKOM Wikike
FRIAnMIOT TOProuoe HAMMEHORIHWG NpeNapatn c
NPCAYNROAWTONWHOR MADKHDOUKOH L4}

MEMAYHIPDONNOE HENATEHTORANNOR HIMMEHORIHWE
AQIMPODKY,  CIAPMAKDTOPANENTUMEEYY D pynny, |
KonuseeTuo Taldnetox 1 ynakeonke |
llpn npowanoacrie, dacanke w ynaxouke wa 000
«MAKWI-PAPMAL  zononuntensko AONYCKAOTEN
RELCILETT cpaacTn MAGHTHEIUKIL UM ann
MORUTORUAFD AUNMEBHWE NeKOPCTHGHHLIX NPANAPATOD,
B TOM  4WGnNE  rabansHoro WAEHTUUKILMOHHAID
HOMEDD  TORFONOW  eAMHMLN W Mnnnuwilyal‘lhﬂc-lur
EERMANDMD HOMERA TUPranail eanmim

Aara Beinycka OKK: «27 Aexkalps 2021 r ke

o

Cooraercrayer tpeGovanusm NM-006935-130421, Yam.Ne1

Mepunsian ynakonka ‘
Ho keHTyprow wisnkouar FIAKOIRE (Cnw Tepe

HA PYCCKOM  Hawiko YREAING Tap Chon
HAUMUHOD AWK npanapara
NEEAYNPOAMTENLHOW MORENROGE G

MO YHIPOAHDD HENATRHTON Al
HAWMEHOnANE NERAPETHE MG rEE e
AGANpOHKA HAMME RO T e RIS
IR Hal AR KATOROrG LLTPA T
POTHCTROUNGHHEOE yaAOSTanene e et
KOMOJTHWK,  GEYLIPCTHR A NPQR It me e

NURIDCTUOHHOIO  npanapira, HOMe L
AdTD METEMOHAN COOKI ToaHDOT

BTopusnan ynakonxa

Ha  kapTomHod  naske o pycorom s
YRAQUHO TORIOHOS MANMBHONAH e ARENARATL
ApeaAynpasnTEnLHOK G s ST TR TS|
MERYHAPD/ RO HETLITA R Qi i
HIWMEHOU AW ACNpongd HAPMOHGIO

WOPUAKMCCKOrD MU, »0 wan KOTOROD i

PEMMCTRAUMONNOE YACCTONEPEHUE BIO Gk,
HOMED  DOrACTRALMOMNG O yﬂc)"ﬁ;‘mu:nnwn
noratan KOMITAHA OCVILIPCTHRS W L
NPOABMKUNKE  AEKOPC ! eHHarD npEARaITH
HAWUMEHONANMHS [0 000G ] e nposavositthib
CTPAMI,. TORLIL HOWMEHORAN G W GoAep s
AMVETHYICUI G BEWEETING 0 DAMOR TS 0
NOERRITLE NReROYHTR 1 TaTHa FTITRITH ®QNuMLL
TAONOTOK B YHAKCHKC  yEn@iiem st
CAOGAl  RpuManenan  yenopks ATNYC R
NOEAYAPEANTENRMHIIG 14 NNEN alIpuMe i,

HESHAUEHAD  npaunn . aCogoepminT  nartos
MOHDIWAPATS ] uXphruTy ® HEAOCTYNHEM
ABTEH  MOCTRY i DMAKOTE D NE T o i
Pynna,  Wrpure-waf,  Aokap CUpAn FIRLRET]
WETONDHUNA CROKG (O HOSTY

Ha kaprodiye nauey MOHEGLMLL TC X Cin |
(APOHIDCACTHE ML) KO Ll (PPN A

GyKBENHLIE U UrIDoD LG huorras

M kApTOMHG® naves wa annsinceon
YRAIAHO TORrOO0E HadMOmOH MM NEBHARAT S

it

Ann

IR

NREAYNPEAWTONLHOW MIPKUDOLKLK
MOWLRYHRDPOAHDO HEMTE W T Gl b
HAWMEHOOOHWA ARIWD LG

GopuaroTeRINen TG KR RYNNa, rGfvaecTr
TabneTok n ynakooke

Mpv dpowtkoscTe, dacone w YRQRGIE |0
000  «MAKIHI-DARPMA AOAOAHKTCr T
HANBCEHL  cponcTon WilerTuiuw igpe
MOHATORWHT G ADRmeHAN NEEADCT A=l
NPUNEPEATON. U TOM  WWGIG PRSI
HAGHTUED UL MO HNORG HOME DI TUET O
OAWHALIL o RHANBUA YA NuHDrm [T TR
ROMEDIN TORIOHOMW CALAHML LI
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