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MHH - Keroupogen

Homep cepru 20626 Komryecrno 24648 ynaxonoi Jlata mpomseoscTa

1 31.05.2026
Jluntensus na mponsBoncTEO No J1012-00102-77/00010672 ot 1 1.04.2024 r "
Ceprudukar cootsercrnus Tpebosannam [Tpasun wamexameii NPOH3BOACTREHHOH mpakTHkn EADC

Ne GMP/EAEU/RU/01244-2024
Peructpammonmoe yAoctosepenue: JITT-Ne(012353)-(PI-RU) ot 05.11.2025
Hopmatupuas doxymentauums: JITT-Ne(0123 53)-(PT-R1)-051125

Hanmenosanmue Tpeboparmsg k kagectsy mo HJI Pesynstater uenprrammii —{
noKasarenei
Omnacanne I'd PD, ®EARC 2:5:1.285, Ipospaunag, fecripeTHAy |
OpPraHoNeNTHYECKUH KHIKOCTE € XapaKTepHLIM
ITpospaynas, Gecupernas wmm wenrosatas 3anaxom
KAIKOCTE ¢ XaPAKTEPHEIM 3aIIaX0M ‘ i
Hnenradukanma
Keronpogen I'o P, DEABC 2.1.2.24,
V(IJCHGKTPEI(I)DTOMETPHH
YneTpaduonerosnie COEKTPEl  MOTIIOMIEHNS Iojprsepsxknena
HCIBITYEMOTO  pacTEOpa H  pactBopa (O
keroupodena B obnactu or 200 o 355 |
AOIDKHLL MMETh  MAKCHMYM = M MHHEMYM |
HOTIOWEHHS IPH OLHHX U TEX 1Ke JUTHHAX BOJH,
I'® Pd, ®EADC 2.1.2.27, TX
Sranon Bpemst  yrepxupanus muxa ITAHONA Ha
XPOMATOTPAMME  HCITHITYEMOTo pacreopa
JIOJDKHO COOTBETCTBORATE BpEMEHH | Ionteepxnena
YICDKHABAHTS KA ITAHONA Ha [j i1k i
XPOMAETOIpaMMe CTAHAAPTAOTO PACTROpA. :
I'd PO, PEADC 2.1.2.27, TX
bensmitoskrit cnupr Bpema  yaepwmsanms rmuxa Gensmiororo
CIPTa HA XPOMATOIPAMME HCIBITYEMOTO
PACTBOPA JOIDKHO COOTRETCTBOBATE BpeMem [lonreepsxnena
YACDXHBAHNS TIHKA fensunosoro CIHPTA Ha |
XPOMATOTPAMME CTAHAAPTHOrO PactEOpPa |
[Ipospaunocts ['® PD, ®EADC 2.1.2.1 [Tpozpasmpit
[ipenapart nomken 6rrTh NPO3PAYHLIM
[rerHocts ['® PO, DEADC 2.1.2.2 Becupernprii
Hpemapar  nomxer  GrTs GecrreTHEM H!L%
BEUIEDIKMBATE CPABHEHUE C 3TATOHOM Y7
pH I'd PO, ®EASC 2.1.2.3,
MOTECHUHOMETPUYECK T
016,5 510 7,5 7,0
Mexannyeckue BRITIOYe IS
Bunymere yacTame I'e PD, MeTromuka MPOH3BOIHTENS, Otcyrersyior
BH3YAIRHBIH,
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Henuammeie 9acTHIlB!

['® PO, ®EADIC 2.1.9.10,
Yactun pazmepom 10 MM 1 Golee He TOIDKHO

npessiatk 6000 B opHOR aMmyne, quciio 60
| MaCTHI[ pasMepoM 25 MKM H Gosiee He J0IDKHO
tpeeslmars 600 B oo ammye 6

[Tpumecu

- [lpumecs A

- Ilpumecs C

- JTioBas equuugHag
HEUNEHTHPUIHPORAHHAS

' PO, DEADC 2.1.2.28, BOXKX
He 6onee 0,2 %;
He 6omee 0.2 %:

He Gonee 0,2 %;

He obnapyxena
He obuapysxena

He ofuapysxena

lIpHMECh .
- Cymma He 6osee 0,4 %. He obnapyxena
HEHJICHTHQHUITPOBAHHLIX
npumecei
Hasnexaemserii o6peM, M I'd PO, DEARC 2.1.9.9 2,10
He Menec HoMHHAIBHOTO
bakTepransakie I'd PO, DEADC 2.1.6.8 Menee 1,0
BHIOTOKCHHEL, ED/MI He 6onee 1,0
CrepuisHOCTR ['® PO, PEASC 2.1.6.1, membpanuas
(HIBTPALS Crepunbuprii
ITpenapar noimKkeH OLITH CTEPHIILHBIM
KonuvecTrennoe
onpeeieH e '3
Keronpoden, Mr/mi I'd PO, GEABC 2.1.2.24,
YD-cnexrpodoToMeTpHsL
Ot 45,0 70 55,0 46,95
I'd PO, PEADC 2.1.2.27,TX
Brauon % Or 9,0 1011.0 10,07
I'd PO, PEASC2.1.2.27, TX
Benaunosnl ciiupr, % Ot 1,8 02,2 2,08
Ongcanne yIaKoBKy ITo 2 mn npenaparta B ammyner HefitpaisHoro | [To 2 Mn openapata B
CRETO2AIMUTHOTO cTekna Mapku CHC-1 amu uz | amnynax 3 crexna  1-ro
crexma  1-ro rHAPONMTHYECKOTO — KIACCA. | THAPOIMTHYECKOTO  KJIACca.

AMITYJIEL HCTIONE3YIOTCS ¢ HACEUKOM/Ha/[pesom
H TOYKOH HIIH KOJBIIOM H3JIOMA.
Ha kax/yro aMmysy Hak/IeHBAIOT DTHKETKY H3

Oymarn OTUKeTOUHOH MM IMcYel, MM
CAMOKIIESIIY IOCH,

[lo 5 ammyn DoMemawT B KOHTYPHYIO
SAUYCHKOBYIO YIIAKOBKY na TUTEHKH
HOHBUHHITXTOPHIHOH,

1 umm 2 KOHTYDHBIC MHCHKOBBIC YIAKOBKH
IIOMENIAIOT B [AYKy u3 Kaproma. B kaxmyio
IAYKY BKIAIBIBAKT JIHCTOK-BKIIABIIL.

10 koHTYpHBRIX g9eHKOBLIX YHaKOROK ¢
IIPHIOKCHHICM THCTKOB-BKIIa/IbIINETH B
KOJIMYECTBE, PABHOM KOJHMHYECTBY KOHTYPHBIX

AMILYJIB! ¢ TOUKOH M3/10Ma.
Ha xaxnyio ammmy iy Hakieena
ITHKETKY CAMOKIIESIIASC.
ITo 5 amnmyn B KoHTYpHOH

A4elikoBo#  yIrakoeke — ma
IJIEHKH
IO BHHHITXITOPH IHOH.

gyeiiconnie
magKe w3

2 KOHTYpHEIE
YIaKOBKH B
KapToHa.

B xaxpaylo nmauky siosken
JIMCTOK-BKIIAILIL
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AEHKOBBIX YIIAKOBOK, HOMEIIAIOT B KOPOOKY M3
KapToHa (MUl cTallHOHAPOR).

Kopobky oxienpator aTHKETKOH-0anmeposio
u3 OyMard MeJOBaHHOH HIH Ha KopoBky:
HAKJICHBAIOT JTUKETKY U3 Gymarn odiceTHolr
HITH CAMOKJIEHIITYIOCH STHKETKY.

_T/Iaprcﬂpoafca

IlepBuynas (BuyTpemss) yrakoska. [Teperynag (BHYTpeHH)
Ha oTHKetke ammymnl Ha pycckoM  s3bike YIIAKORKa,

YKa3bIBaror; TOProBoe HauMeHnoBanue | Ha

ITHKETKE aMIlylel  Ha

JICKapcTBEHHOrO mpemapara  (CoBmazaeT ¢ PYCCKOM  f3LIKE  yKasauml:
MENKITY HAPOIHEIM HETATEHTOBAHHEIM | Tth:pJaQe HaUMEHOBAHNE
HaNMEHOBaHHEM ), lexapeTBeHHYI0  thopmy, | JICKHPCTBGIH-IOI"D TIpenapara
KOHIEHTpalHIO, o6heM, Homep cepum (mara (coBranaer ¢
TIPOH3BO/ICTRA BKITIOYCHA B HOMED CCPHE), ATy | MEXKIYHapO{HEM

HCTEUEHUS cpoka IOIHOCTH «IO», | HeltaTeHTORAHHEIM

HAHMEHOBAHHE [IPOUIBOIUTEI, HAUMEHOBAHHEM ),

Ha osthkerke ammyns! ma amrmiickom s3pike JIeKapCTBeH A thopma,
YKa3BIBAIOT; JIOTOTHIT JIEPKATEIS | I.(G.I:T.f;'eHTpaHHH, 0bBem, HoMep
PETHCTPALHOHHOIO YZIOCTOBEPEHHS, | CepHH (maTa mnpouwssoscTea
«PROMOMED», BKJIOYEHA B HOMEp Cepmu),

Bropunas (motpeBuTensekasn) ynakosxa, Jara

HCTCHEHH S CPOoKa

Ha nauxke, ITHKETKe-0aH/EPOIH HIIH STUKCTKE | FOHOCTH «J1O»,
KOPOOKM HA pPYyCCKOM SI3BIKE YKA3KIBAIOT: | HAHMEHOBAHME
TOPIOBOE  HAMMEHOBAHHE  JEKAPCTBEHHOTO 'npoggno,qmmﬂ.
Openapara  (Coemafaer ¢ MeXIyHapoaHeM | Ha -»ruxeTke aMITyNEl  Ha

HETIATEHTOBAH HEIM HAMMCHOBAHUCM), | SHPJIMHCKOM H3BIKE YKA3AHEL
TICKAPCTBEHHYIO (POPMY, KONHHYECTRO aMITYs B | JIOFOTHI HepIKATEIA
VIIAKOBKE, o0beM, KOHUCHTPAIHIO, | PETHCIPALHOHHOI0
«CreprisHO», «Bryrpurenroy, | ynocronepemmns,

«BHYTPAMLIICIHO», 3JEMEHTEl IH3aiina - ¢ «PROMOMED#,
IpahHYECKUM  H30OP@HKEHHEM  NEPBHTHOMN | Bropranas

YTIaKOBKH, COCTAR Ha 1 MII, YC/IOBUS XpaHeHHs, | (morpebuTensckas)
«XpaHUTb B HEOCTYIIHOM A7IS JeTell Mecrey, YIAKOBKa.

ycmosus otmycka, «Crnocob mpumenenms: o, | Ha navke ua PYCCKOM S3BIKC
JACTOR-BKJIA/BINLY, HAMMEHOBAHHE M CTPamy | yKasaus: TOpPIOBOE
UPOM3BOJATEI, HAUMCHOBAHME M CIPAHy | HAMMEHOBANME

JICPIETENA PCrUCTPALOHHOTO YNOCTOBEPEHHS, | IEKAPCTBEHHOTO  Hperiapata
WTPHX-KOM, HOoMmep cepumu «Cepust» (mata | (coBmamaer c
TPOU3BO/ICTEA BIIOYEHA B IOMEP CEPHH), NATY | MEK/TYHAPOXHAIM

HCTCHCHMA CpoKa roxHoeTd «['ofeH 0%, | HemaTeHTORAHHLIM
HHDOPMAIIMIO JUTS MOHHTOPHHIA JIBHIKEHHS HAUMEHOBAHHEM),

JICKAPCTBEHHOI'O MPETIAapaTa OT UPOM3BOSHTENS | IeKAPCTBEIHAS (opma,
A0 KOHEYHOTO IOTPeOHTENs — CPeleTBO KOJIHYECTRO aMITyII B
ppeHTaduKanmy:  kox  Data  matrix, (01) | ymaxoske, 00BeM,

rno0abHEIH  uAeHTHPHKATHOHHELH HOMEp | KOHIEHTPALHIO,
TOPTOBOH EIUHHIIEI (GTIN), (21) | «Crepaneno,
HHIMBHIYANEHEIH CepHENLIT HOMEp Toprosolt | « BHyTpUBeHHOY,
eIUHHELLLL, «BHyTpuMbIIIeUHOY,

IEMEHTEL JHzalina C

rpahHIecKAM H306paKeHHEM
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[ Ha ITHKETKE-0aHACPOIM  HIIM  STHKETKE
KOPODKH YCTOBHS OTMYCKA YKAZLIBAIOT: «Jns
CTAITMOHAPORY.

Ha mauxe na AHITTHHCKOM A3BIKE YKA3BLIBAIOT:

TOProBoe  HaMMEHOBaHHE JIEKAPCTBEHHOIO
npemapata  «Ketoprofen», nexapcreennyio
dopmy  «Solution for intravenous and

intramuscular injectiony», konuuecTEo aMIyJs B
ynakoeke «X ampoulesy (X — xomHuecrso
aMmylI B yOakoBke), obneMm «2  mly,
KOmmeHTpammio  «50  mg/mly,  «Sterilen,
«Intravenously», «Intramuscularly».

Ha mauxe, »1HKeTKe-6anIepony WM dTHKETKE
KOpoOKY Ha AHIVMHCKOM A3BIKE YKA3IBIBAIOT:
JOrOTUI  NEPHKATENsl  PErdCTPAlHOHHOTO
YIOCTOBEpEHHS, «PROMOMED3.
Homonemwrensmo Ha mauky MOTyT  GBITH
HAHECCHE! TEXHONOTHHECKHAE KOJBL,

Homep cepum u jary wuerevenus cpoxa
TOJHOCTH JIONYCKAETCs HAHOCHTL Ha IIAYKY
METOIOM THCHEHHMS MIIH TEUATH.

HEPBHTHOR YITAKOBKH, cac’raﬂ
Ha 1 M1, YCIIOBHS Xpanenmus,
«XpanuTh B HEUOCTYITHOM
A nered MecTen, YCIOBHS
OTIIYCKa, «Criocof
OPHMEHEHHS: CM. JIHCTOK-
BKIATRINDY, HAUMEHOBAHHE ©

cTpana IPOU3BOJHTE,
HAHMCHOBAHWE M  CTpaua
nepKarens

PETHCTPAI[HOHHOIO
YAOCTOBEPCHMS, IUTPHX-KOJL,
nomep cepun «Cepusa» (nara
INPOU3BO/ICTBA BKJIIOYEHA B
HOMED cepHn), J1aTa
UCTeYEHHS CpPOKa I'OHOCTH
«'ogen now, HHpOPMATTH
JUIST MOHHTODHITA JBMYKCHUS
JIEKAPCTBEHHOIO  IIperapara
oT NPOH3BOIHTEN 1o
KOHEYHOr0 mnorpedurens —

CPeNcTBO  MACHTHGMKAIHH;
kon  Data  matrix, (01)
rnobalEHETH

HICHTHOHKAIHOHHEH HOMEp
Toprooit emummisr (GTIN),
(21) M BHILY &J1HHBIH
CCpUMHBIN HOMEP TOProRoif
CIHHHITEL

Ha mnauxke wa anrmmiickom
A3BIKE YKA3BIBAIOT: TOPIOBOE
HAaUMCHOBAHHE
JEKapCTBEHHOIO  Ipelapara
«Ketoprofen»,
JIeKapCTREHHAM dhopma

«Solution for intravenous and
intramuscular injectiony,
KOJIMYECTBO aMTIy I B
ymaxoBke «X ampoulesy (X —
KOJTHYIECTRO aMITyJT B
ynakorke), obwem «2 mly,
KounenTpanua «50 mg/mly,
«Sterile»,  «Intravenously»,
«Intramuscularly».

Ha mnauxe ma amrnuiickom
S3BIKE  YKARAHEL  JIOTOTHII
JIEPIKaTeILs
PerHCTPaIHOHIIOrO
YIOCTOREPEH S,
«PROMOMED3.
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MCTEYENHs CPOKA TONHOCTH

Homonnurensino  ma MaUKy
HAHECEHBI TEXHOJOTHYCCKHE

KOIRI,
Hovep

CEPHM H  gaTa
HaHECEeHRI Ha [AYKY METOOM
LIeYaTH,

YenoBus Xpanenus
VIIAKOBKe (nawe/mpoﬁxe) IS BANTHTEI OT CRETA

XpaHuTs nipy temnepatype He Beiue 25°C. Xpanuts B OPHTHHATBHOH

Cpoxk roguoctu 3 roma

17'0,1;;1—1_,&0 05 2029

PyxoBogurens OKK Xapauckuii A.B.

7906016

(nera)

Pemenue YHOITHOMOYEeHHOIO Jluna:

Honrsepxnaw, uro NUPHEBEAEHHAS RBITIE uHpOpMaLKg sSBRNgeTCH
IpoH3BeeHa (BRIIOYAY YIAKOBKY (MapkupoBKy) m KOHTPOIE
IPOU3BONICTREHHON mNIOWIA/KE B  TONHOM COOTBETCTRHU ¢

HOCTOREpHOH U Towmoli., Dra CepHs
Ka4ecTRa) Ha
Tpeboranuamy  ITpasun  mammexaniel

BLINIEYKazaHHO

IPOU3RONCTBEHHON NpakTHKY EBpazuiickoro IKOHOMHHYECKOT0 COI03a i TpeG:q:ygsa;;fovngu KOHTPOIISA Ka4ecTRa

.TI.CKE[pC'l“BEHHLD{ C]‘.)EI[C'I‘B,
PETHCTPALMOHEOM JI0Che.

4 TaK¥xe B

Sanmcn o IPOH3BONCTBY, YIIAKOBKE U aHAIH3Y IPOBEPEHEL, H YCTAHOBICHO UX COOTRETCTRHE Tpeforanusym
[Ipaenin agnexamei IPOH3BOACTBEHHON IPaKTHKH Egpasuitckoro IKOHOMHYECKOT0 COMOaa.

COOTBETCTEHH  CO  CreUudUIATHAMEY,

COJICpKaIluMHUCH 1

Ynonnomoueinoe I

VN0 NHOMOYEHHOE JHY Pa;ﬁg“”:‘::otaegsgg’J";au”o”m V2 29,08 2028
W n ¢ L~
_’h?;; KHOUTE) KK BRiykopa H (reoares) (ara)







