NutueHsuna N2 00205-NC 15 despann 2021 roaa

Paspemenne Ha Beinyck JIIT Ne 5
(n coorpercTenn ¢ Ipunoskennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

" Hassanmne rmn l\ Kra / Jonoxoxcd/Dolocox®
| Name of the product
M HH / Dropuxorend/Etoricoxib
]NN .................
| Jlex aperocHias popaa / TabJIe Tk, NOKpLITHIC IenouHol oGonoukoil/
| Pharmaceutical form film coated tablets
| Tlor WpPORKn / 60 mr/ 60 mg
| Pose . :
| Tnn )mu\mnm 10T, / 1 ROHTYPHAS AUCHKOBAR YNAKOBKA / TAYKA KAPTOHHUM
| Package type i | 10 PCs / 1 blister packs / cardboard packs o
- Hosmep cepun / DO2011121
' Bach number
- Jlara nponseoacTsa / 25.11.2021
| Date of manufacture
- Cpok roanoetn / Nojent 10 11.2023
Expiry date . .
J I“mwp cepun / 48 221 ynakonor/ 48 221 packs
- Bach size -
J ‘Crpana nasuadctis / Pocens/ Russia

Dmtm.ltmn country

Perncrpannoniioe vaoctosepenne | J111-006935 or 13.04.2021

/ Marketing authorization | JIT1-006935 from 13.04.2021

| HOpMaTIBHBIT JOKYMCHT / | JI1-006935-130421, t3m. Ne 1/ o

. Normative document JI1-006935-130421, variation Ne 1~

| Hporssoietso roToRoii OGuieeTro ¢ OTpAlHUCHHO OTHeTCTBEHHOCTRIO "MAKN3-

- nexapersennoii popmet / Finished | DAPMA" (000 "MAKU3-DAPMA") Limited liability

_ dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Alpec |

Address:
I(J‘JO"'Q I Muu.n..\ *'\nrmmﬁluu,nmﬁ npnmn A6, crp. 4, crp. 6, crp. &/

llv.pmmmm yn.ncmma / O('n.u.cmo c urp.nnnmmmu oTReTCTRCUHOCTHIO "MAKH3-

| Primary packaging DPAPMA" (000 "MAKH3-DAPMA")/ Limited liability
o company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Aapee I o
Address:

109029, r. Mackra, ABTOMOOHILHRIT Tpoea, 1. 6, c1p. 4. cTp. 6. cTp. 8/
| 109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld §

N Bropuinag ynakonka / OGmeeTno ¢ orpannuenioii othercTReHHOCTI0 "MAKH3-
| Secondary packaging DAPMA" (000 "MAKH3-DPAPMA")/ Limited liability
L ‘company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
| Aipee /

Address:

109029, 1. Moeksa, ArtoMoGHaBHEIT npoe3n. 4. 6, cTp. 4. crp. 6. erp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld §
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| J'.p.||:_\‘d|¢:-ﬁﬂllﬂﬂ't KOHTPO/IL

| Kaueena -

Quality Control
\ipec
Address:

Clasvalo, g

ObtecTso ¢ OIPaHIueHHON oTRETCIBCoC Lo "MARKI1 -
DAPMA" (000 "MAKM3-DAPMA"Y Limited hahthiey
Leompany "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA®)

Mockra, AproMotuLbIi npoesL, 1. 6, crp. #. erp. 6. e, 8
109029, Moscow, Avtomabilney Proyezd, 6. bld 4. bld 6, bld §

| amaiite ADC

AP name L
Hportmourrens ADC
AP manutacturer

”lI{h';l.'-‘-"-'r‘li.[”-ﬁﬁ.,(‘ T
APE Bach number

Dropukokend/Etoricoxib

%Fcpu Jlube Jluare, Mg,
Hetero Labs Limited, India

EX20070027

Hacrosums nojrsepaaao, wro aamias cepna No DO201112] Nonokokek raBueren,
HORPLERAC ICHOTI0I 000 104K0i, 60 M No 10, naciopt No 316/21 or 24122021, G e
HPOH SBCACHD I HPOROHTPOJPOBIHA B COOTRETCTIMIN ¢ JICTICTIYKONUIMIE [ panin i
Hasuiemamei npowskoiactienioi npakriy Poceiiicrkodi Deaepaitni 1 rpedowIsa 1

PUriierpaimominon o tocie. 4 1KKe B COOTRETC TN ¢o COCTRITTIANIE GPCT I PHPORI )
HPOYK T,

Jokyatenrn no npo WBOMCTHY (TIPHMEHHMEIM CLAMHA) 1 ROHTPOSRY KUed T HPOBC T i
OAOGPCHLL

AIOGRIC OTRAONCHI PACCIC ORI B COOTBETCTIN C BHVTPRCHIHMI TPOLEAYPUAH 1 O00PC) )
SHOANOMOUMCHULIMI JTHILOM |

I hereby confirm that this batch was produced and controled in accordance with the current Rufes

ol Good Manufacturing Practice of the Russian Federation and the requirements of the

Marketing dossier, as well as in accordanee with the specifications of the registered product
Documents for praduction (applicable stages) and quality control are verified and approsed
Any deviations are investigated in accordance with internal procedures and approved by

Authorized Person,

Beperennkona B/

Muoamosoueioe o
OO0 eNTAKHAZ-DAPMA -
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yrakonky w3 nnoWkw  (BX/MBAX  wMnopTHon
nponanogcTan «Bilcare Research GmbHy (Tapmanun)
1 hOnhr ANIOMANKENON NEYATHOR NAKKPORAHHOW NO
FOCT 745-2014 wAW  WMNOPTHOR NpPOM3DORETOA
«Conglantis  Hueck Faolien GmbH & Co. KG»
(lepmaHua) uni B XOHTYPHYIO AYEHKORYIO YNaKonKy ua
onern xonogeore chopmonanua  (MBEX-AnomuHui-
ONA) npowssoactos  «Bllepre  Research  GmbHe
(Fepmanva) W thoNbMM  OMIOMUHKODOA  NEMOTHORM
nakvpananien no FOCT 745-2014 wnn wMnopTHo#
npownapoicToa «Conslantin Hueek Folien GmbH&Co.
KGu (Fepmannn)

Mo 1, 2, 3 4nn & KOHTYPHLIE AMERAKODLIE YNAKODKK MK
no 1 GaMke oMecTe C WHCTPYKUMGA N NpUMeHEHUID
NOMOUIAIOT 0 NAYKY U3 KAPTOHD ANA NOTROBUTENKEKOH
TOPL! MOPKW XPOM-3paau wnu xXpomonwd na FOCT

43781-2016 unm umnapTHoro.

1 MACHOPT Ne 316/21 cTp. 1m3 2
J: Vg OTAEN KOHTPONSA KAYECTBA
Aﬂ'ﬁ;% Nyuonaus Ne00205-NC oy 15.02.2021 ¢
G L LY o
A HAMMEHOBJ‘:\HME ﬂonoxoxc@ TabneTky, NOKPLITLIE NAEHOYHON
MPEMAPATA: o6onoukoin, 60 mr
106029, r Mockna HOMEP CEPWM: DO2011 121
nii g LOATA MPOU3BOACTBA : | 25.11.2021
::';:E:::::rg "‘ rTOAEH [0: 11.2023
cTpoaHue i, OBEBEM CEPUI: 48 221 yn. Ne10
o (40%) AR1L00-08 AHAMNW3 NO: NnnN-006935-130421, Wam.Ne1
XPAHEHUE: MNpu TemnepaType He Bblwe 25°C,
Ne HaumeHnonanue
nin | nokasatens tpeConamm iyl PoaynsTatil ananmaa
1 ONMUCAHUWE Aoenkoneinyknwe TaGAOTKM abnokoouatow thopmed, | Qnoakonwinyknwie  TaBneTiu ABNOKORVALHORA
NOKpLITHE nnedouHold oboneukon cepa-ronyboro | diopmel, NOKPLITEIE NNEHOUHDH obonoukon cepa-
UBETH, € rpauvponkai «57s» Ha oiiHON cTopoHe 1 «Js | ranyGore uneTa, © rpoovponkon «97» Ha ogHo
HA ApYroa. CTOROHE W 4Jn HO Apyroi,
i Ha nanopoudoM paapeae oWAML ADR cnon mapo | HO NONEpeuHOM PAIPGIC NUAHL ABA CAGH: KAPO
‘ nouth Genore wpeta W olancuen copo-renyboro | noutw Genoro unetn u obonousa cepo-ronyharo
| BT PR e it Lnare; HROTR. U
2. | NOONUHHOCTE BOXX. Dpemn yiepwunanus OCHoBHOro nuka Ha | BIWX. Bpoms YAOPMUOAHNA OCHODHOrS AUKA
! XPOMATOrRIMME  WENBITYOMOrS PACTHORA  AOMMHO | KO ¥POMATOMPAMME  MCNLITYOMOrD pOCTROPD
! COOTOETCTDODOTL NPOMOHM YACPHMDIHWA OCHOUHOMD | COOTRETCTUORYOT — DPEMEHM  YARDHWUADHMA
| NUKO MO XPOMATOIPOMME CTAHAOPTHOMO PACTOCPA | OCHOBDHOMD nKKn M XPOMATOMPAMME
(Pasfen «KonMYECTREHHOE QNPEARNOHWGES) CTOHAQPTHOMD pACTROPA (pasaen
Y@-cnekrpochotameTpun, YO-cnertpel nornowehna | eKonmincTueHHoe anpeaenenion),
HCNLITYOMOrO PacTnopn ¥ CTAHAAPTHOrO pactuopa o | Y@-cnoktpodoTomeTpun, Yd-enerTpes
obnacTi ot 200 Ao 400 HM AONKHE MMETL MOKCHMYM | NornoLexun uCnbLITYGMOro  poacthopan  w»
narnoilerEna npn 234 £ 2 um, cTanaapTHoro pactoopa n obnaetw ot 200 a0
400 HM UMEIOT MaKCAMYM nornalelnn fpe 234
3. | CPEOHAA MACCA Ot 196,82 Ao 213,22 wmr (205,02 mr £ 4 %), 206,53 mr
= re po -3.1%+3.1%
PACTBOPEHUE YQ@-cnoktpochoramarpus, He maroe 80 % (Q) ot (101,0%)
JANDNEHHOTD KONWYECTH 2ToPUKoKEHGA uepes 30 muH 100,905,
re pPo 101,37%
99,39%
102,38%
100.77%
e 101,37% .
5. | POOCTBEHHBLIE BIXX. 0,00
MPUMECHK Manmecs H-ETCRCO1 ~ ne Ganee 0,2 %, 0'00.;;’
npumech H-ETYCRCOZ - ve Gonee 0,2 %, 0'04,‘[’
EANHRYHAN HOWAEHTUCDULMPODAHHAN NPUMECH — HE otk
Gonee 0,20 %, 018,
. __|_cymma npumecoi = ke Gonee 2,0 %. BT |
6. | BOOA He Gonee G,0% 2
F@ P®, Moroa K.@uwepa 1.8%
7. | OAHOPOOHOCTL BOMX, AV = 15 % (n = 10), ecnu ycnonwo Ho
AO3UPOBAHWA DLINONHABTER, Ta AV % 15 % (n = 30), 1 ana 30/30
TABNGTOK KeNUYECTBeHHOE copepHanne AV, =5 "
AQACTOYIOWBrD BELWOETAD  AONKHO HAXOAWTHEH N k.
uHTepsane 0,75:M = 1,25:M
oo .| [®P® cnocab2 _ B
8. | MMKFOEBWMONOrUYECKASR Qfwee 4ucno 2apobHLIX MUKPOOPTAHUIMON He Doneo 5
HUCTOTA 103 KOE n 1 r (mn)
Ofiiljen YHENG APaNOKEEKIX W NNBCHEDLIX PAGOR = HE Manes 10
Bones 102 KOE n 1 r (mn)
Oreyrerone Escharlchia call n 1 ¢ (mn) Ho aGrapymenn
L. e | D P®, Kntoropun 3A
9, | KONWYECTBEHHOE BIXX. Or 57,00 mr po 63,00 mr (oT 95,0 g0 105,0 % 57 68 Mr (96,130
... | ONPEOENEHUE OF 3AARADHHOMD KONUYEETRA) b TABRETH, = PRERNA R0 .
10, | YNAKOBKA Mo 7, 10 vnu 14 TaGneTok B KAKTYPHYK Ruekkonyla | Ma 10 ToONOTOK ©  KOHTYpHON  Adnikonoh

ynakooke w3 NBX/NBOAX/AR Mo 1 wowtypHou
AYLAKODOA YNAKDDKD BMECTE C MHETRYKUMERA no
NPUMOHGHWIG B NAUKY W KAPTOND




MACTOPT Ne 316/21 crp.2ms2 |

OTREN KOHTPON#A KAMECTEA

! ,-.f’.i'"k-“ Muuonaun NoODZ05-NC or 15.02.2021 r

makmsoama | HAMMEHOBAHWE Honokokc® Tabnetku, nokpbiTeie nneHouHon |
; MPENAPATA: obonoykon, 60 mr
I SON0TR 1 Meckni HOMEP CEPUI: DO2011121 = [ g
| g o _BATA NPOV3BOACTEA : | 25.11.2021 I
! FOAEH AO: 11.2023 Z

OBBEM CEPUMNM:

48 221 yn. Ne10

Tem 405 GG

AHANMW3 NO:

J1M-006935-130421, WUam.Ne1

XPAHEHME:

Mpy TemnepaTtype He Bhiwe 25°C,

! MAPKWPOBKA
: [

]

|

|
|
]
12. | CPOKTOAHOCTIA

3AKNIDYOHWE:

JHawansHuk OKK;

Rata seinycka OKK: «24» gecaGpa 2021 r.

o] l::t-pnmml‘ﬂ HaMepa Toprnuun EARHA L

NopRMYRaR ynaKomxa i

Ha koutypHoh nusikeson ynaxanke (Gnucteps) mo
PYCCKOM RILIKG YKEILIDWIOT, TOPTOUOE HAKMEHORAKKG
Nponapata © NpeaynpeauTenLHoR Mapkiponkon (D,
MEMAYHIROAHOE HENATCHTONAMHHOG HIUMEHOIAHWE,
NUXARCTBEHRYI) hopuy, AoIuponky, HIMMOHORTHRG
CRUANMOCKOND MU, 1 WMY KOTODOMD  BLIAAND
PEIMETROUNOHIDG yAocTonepe e naratun
KDMIH K OCYLLECTHNML Y npoRnEs<EHnG
NURIPCTUNHHOND  NPONAPATA, HOMOD COPMH  AOTY
MEORIGOACTOA (Npu diacoaxs no OO0 «MAKIAG-
DAFMAD  AATY NPOWIRGACTHD ke MAHDEUT),  AaTy
AETUMEHAN CROKD TOANOCTH

Bropuynan ynakonka

Hi knprowkoi navuxo Ha pycorom nawwe YEIANDOT
Tepranoy HONMOHBDAHME npenapati [
NROAYNREAMTENLHON MOPKNEOnKGH @,
MERAYHIAROAHOR  HEANTRHTOUAMHOGE HIWMBHORIHAe,
AQIMDONYY, HANMIPHOHAMWE KPUAMMECKOrD ALa, Ma

amn KaTOPOrS UBIAaHG PArMSTRILUNOHHED
YAOGTOREDONMD, ero CTRaNyY, HOMEP
DETACTRAUMWORHOr O YAOCTOnGRUHUA, noratan
EQMAIHAN, OCYLIECTRANIDLICK ifelah LT E LT
NeslpETEYHHDD npenapaTa; HAWMUHOROHWG

NRCANDARTUA-NPOUARDANTENN,  Or8  aapeg (npi
npovaneacThe M 000 «MAKUI-DAPMAY
YRRBIBAGT  CTRAWY,  rOPOA), HOWMEHOBAHME W
COARPHAHES  OWCTOYKILATD  DEeWecTRO 1 ogHod
TAGACTHE,  NOKDWITOW  (NGHOMHMOR  OUONouKoN,
FOMMYOCTBO  TADNGTOK N yRaKobKe,  y&nonun
APAHCHWA, CNGGOL NpUMEHBHUR, YENOHWY OTRYEKA,
peAYNpeAnTeEnsHbe  wagnucn  «flpuMenste  no
HADHIMO MWD bpavae KCQRODMH‘I NaKTaI6!
MOHOTMAPAT e, SXPUHHTL 1B HELOCTYNHOM AN AcTed
MOCTRY, UPMARDTEDANBATRNOCKYIO (PYNNY, WITPnY-
KGA,  MOMep  copun; ATy npouaneAcTHa  (npu
fiponangactdy wa 000  «MAKWI-DAPMA»  gaty
NPONINOACTHN ME HAMDCAT), ANTY WETUMEHHH £poKA
FEAHOCTH

Ha raprownmywe  pouky MOrYT  OhiTh  HOHBGEHL!
TOXHUYECKE (NpouInoAcTREHHEIR) KOfiL
(rpagimancime,  Gysneriunyg Wnm unchpoiug),
thupmxoa

Hit  kDPTOHHON  Naska WO AKFAWACKOM AAnike
YRAIWNAOT  TORranoe RIUMEHODOMWG NRENADITA €
NPOAYNREAWTENLHOW MOPKIDONKOR o,
HMORAYHAPGAHOS HENNTENTORANHDS HIOWMEHONDHWA,

Ao3vpouxy, crmpuaxmunumnwuecxym rpynny.

KUNWNBCTOD TAONBTON O YRAKONKY

MNpu npowanoacToe, daconke w ynnkenke ko OO0
«MAKUZ-0APMA»  aononintensio  Aonyckaetce
HAHUCEHWY CpaacTi MAGHTADNEALIMIA ANH
MOHWTORWHII ANKMAHMA NEKAPSTREHHLIX NRSNOPATOD,
U TOM  uHCfie rno0anukoro  WAOHTUCHUKTLUEHHOMA
HOMEDA  TOProDnoW  EAWHWLL M AHANDWAY I eHOrG

|

Mepuuunan ynakoaka
Ha xantypron waeikanau ynanooee (Gnuctepe)
Hil  DYCCKGM  RawlKo  yEDanno Topronge |

HOMMEHTIIHIG npenapata [e |
APeAYNPEANTENLHON MADKUPOBKGH g
MERAYHIAPOLHO® HERDTOHTON IO
HAUMEHANTHWE, DOKAPCETHE MR thapmi
ABalnpaned HOAMEHON HR e WIpWARIRCH OO0
nvua, Ha [AEAE KOTOporo T

PArNCTRALMDHHO: YAOGTONROREHWE narui«n
KOMIHWMN, QEYLRET AN e A PO 4 64 e
NEHAPDCTONHKOID npenapnta HOMOR  Capine
AdTA WCTEHCHNA COOKI TOAHOGT i

Bropusnan ynakouka

HA  kapTOMHOR  Ridke  hd pyeckom e
YEAIOHD TORFQOGE HANMBHOLOHAE NEENALATA

APCAYNBAANTONLHDW MAKANONED ?
MERJLYHAPON HOe BT T U e
HAWMEGHDBA LY, AQaponkn N L LTV TR I

OPHANNELEDID WU 1A Wiw ROTOPOIS B
PEFUCTRALMHOMNOY YAOLTGRRDENAE, B0 CTRard
HOMER  CerveTpaunoHRore YAQCTOUEpHItY
noratan KOMBNIHWY, DOYLBCTRAMIDWIHN
NPOABKUAMCH NG NEKJPCTNOHROO  NRPeRapit
HAKKMEHOHAHWE  NDEANPW TUH-NPORIBOZ A TN H
CTRAHD, ropojl. HUWMERODDMEG o COARD= AR
NEMCTNVIOUBID HEWPCTOD 1 SAHON TabaeTie
NOKPWTEA NAEHOMHOR OBONOUKEN HONMEOCTHD
TAGANTON L yRAKORKe  YCHODW  wPhneivh
CACCCO  NRRMUHEH YENDUWR  Ornivoes
MPEAYNRUANTAN ML HaanueK allpumes o
HAAKHIME G Dpaiar «CpjgapeT  nadasn
MOHQIWADOTH . wXpanmTn G NESOCTYIHOM 3u
AETeH MECTEs, [ AIMAKDTORANE T Wae s,
TRYANG  WTpns-kL,  HoMap  Gapud A6t
MCTRUL MM CPOYA FOAROCTH !
Ha apmonHyl nauky wimecenu ToxHageeran
(NPOMABOACTIERHBIE) WO (reathuincsas
OYKBEHHEIO 1 Unpoouie) DapmKos, |
Ha kapTenHon nosss woo anranickom saniae
YRAJIHO TORIOBOE HIIMUEHODAHNE ARERIDA W ©

NPEAYNPEANTE NbHDR MapKMponKo A L}
MasyHapoaHDe HENATERTON M-
HANMOHOI M, F s RIS TRITT

DAPMIKOTERANEUTRUEEKIN TRYINT, KOHWIeCT
TaneTon 1 ynokanke

MNon ApovanaarThe acopse YIKOINE i)
Q00 uMAKU3-DAPMA L AGNAARETE el
HIHOCG I  CReAGTRO HACHINDWED MY i
MONNTORKKI G FHACE (1T L NeEKipcT i
npanapitou. 0 fam  wdehe  raolanaen
NAGHTUDMEDLWOHHGID HOMAPD TOprofon
CAWHAUB @ MHAMBWAYANLHOMG  Capudeort
HOMEDA TODMDHOR 17 MM IaL

1 2073

' ("noﬂmm'myw TpeGonanuam J1M-006935-1 30421 am, NM=



