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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Ceptudukart aHanusa

Mpoayxr : @actym®
Koa : F150505

N2 cepun 1 4294A
Jara uarotosnexHus . 25/09/2024
LaTta UCTU4YEHNA CPOKa roAHOCTH ;. 31/08/2029

JlaTa ebinycka cepum : 10/10/2024
HopmaTtueHas gokymeHTaums : M N012306/01-030223
INekapcTeenHas dopma renb ANs HapyHoro npumerHedns 2,5 %

Heicrsyiolliee BeLLECTBO :  KetonpodeH
MpoussoauTens OSNCTBYIOLWErD BeLllecTsa . Zhejiang Raybow Pharmaceuticals Co Ltd., Kutaii
Pasmep cepuu . 16023 ynakoBok
MokazaTtens Cneundukauus PezyneTaTt
OnucaHue BecUBEeTHbLIN, NOYTW NPO3PaYHbIi reNb, BA3KOR BecuBeTHsbIA, NoYTH
KOHCUCTEHUMA, C XapakTepHbIM 3anaxom npospayHblil rens,
BA3KON
KOHCUCTEHLIMMK, C
XapakTepHsIM
3anaxom
NMNognMHHOCTDL
B3XX Bpems yaepxuveaHus OCHOBHOTO MWKa Ha Xxpoma- CooTBeTcTByeT
TOrpaMme UCNbITYEMOro pacTBopa AOMIXHO
COOTBETCTBOBATL BDEMEHW YAEPXKMBAHWA OCHOBHOTO
ruKa Ha xpoMaTorpaMmMe CTaHOapTHOro pacTeopa
ketonpodeHa.
BaXX-OM Y-cnekTp OCHOBHOMO NWKa Ha XpOMaTorpaMme CooTseTcTByeT
WCNBLITYEMOro PACTBOPA B AWana3oHe [JIMH BONH 0T
230 0o 350 HM [OMKEH COOTBETCTBOBATL YM-CNEKTpy
OCHOBHOTO MWKa Ha XpOMaTorpaMMe cTasapTHOro
pacTBopa keTonpodeH
NMacca copepXx1MmMoro yrnakosku B cooTeeTcTBMM ¢ TpebosaHnsMn 102 r
OpHOPOOHOCTL MAcChl 10 TpyGxm 2 95% CooTBeTcTBYET
30 TpyBku 2 95% ( 1 Ty6e < 95%, Ho 290 %)
pH 59-64 6,2
PoacTEeHHbIE NPUMECH
Mpumecs A (Eep. @.)(3-AueTun-6eH30heHoH) He Gonee 0,2 % 0,0%
Mpumecs C (Esp. @.)(2-(3-KapBokcudeHun)-nponvoHosas He Bonee 0,2 % 0,0%
kucnoTa )
Brunossiii acdup ketonpodera (KEE) He Bonee 2,0 % 0,0%
NioBan opyras equHUHHAA NPUMECH He Gonee 0,2 % 0,1%
Cymma npumecei (kpome KEE) He Gonee 1,0 % 0,1%
MukpoGuonoruyeckas 4HMcToTa
OBLee KonMYecTEo aspoBHbIX e Gonee 102KOEe 11 0 KOE/ T
MUKPOOPraHu3mMoB
QbLee KONUYECTBO APOAOKEBbIX/NNECHEBbIX we Gonee 10" KOEB 11 0 KOE /r
rpuboe
Pseudomonas aeruginosa oTeyrcTBueB 11 CooTeeTcTBYEeT
Staphylococcus aureus otcyTtcTBues 11 CooTeeTcTByeT
Konu4ecTeeHHOE Onpenenexue ketonpodexa oT 2,375 no 2,625 r ketonpodena 8 100 r npenapata 2,489r

(0T 95 a0 105 % OT 3aABNEHHOTO CONEPXaHusa)
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Ceptudukar aHanusa

Mpoaykt . Dactym®
Kopg :  F150505

Ne cepum 1 4284A
[aTa unarotoeneHus 25/09/2024
Jata uctuieHns cpoka rogHocTu 31/08/2029
[aTa eoinycka cepum 10/10/2024

HopmaTtuBHas OokyMeHTaLuus
JlekapcTeeHnHas hopma

M N012306/01-030223
renb Ang HapyxHoro npumeHenus 2,5 %

HelcTeyulee BEWECTBO KeTonpodeH
[MpovzeoanTENb OENCTBYHOLLErO BELUECTBA Zhejiang Raybow Pharmaceuticals Co Ltd., KuTaii
Pasmep cepuu 16023 ynakosok

Mo 100 r npenapaTa B TyObl, U3 MATKOro aMlOMUHUS, MOKPLITLIE UBHYTPU

YnakoBka

KapTOHHOW Naqke.

MepeuyHas ynakoeka NeKapcTEBEHHOro npenapara
Ha Ty6e Ha pyCCKOM A3LIKE YKa3bIBAKOT:
HaVMEHOBaHME PUPMbI-NPOUIBOOMTENS, CTPAHY

HaVMEHOBaHME PUPMbI-AMCTPUBBIOTOPA, CTPaHyY
norotun «<BERLIN-CHEMIE / MENARINI» (Ha naTuHnue)

TOProBoe HaUMeHOBaHWe nNpenapara c
npenynpeovTensHON MapKUpPOBKOW @ (Ha pyccKoMm v aHrIMIACKOM A3bIKE)

MEXOYHapOAHOEe HENATEHTOBAHHOE HAMMEHOBAHWE (Ha PYCCKOM W
aHrNUACKoOM A3bIKE)

NEKapCTBEHHYIO GOPMY, AO3UPOBKY

KOMMYECTBO Npenaparta B yrnakoBke

copepxaHue nercTeytoutero eewectea B 100 r npenapara

YCIOBUS XPAHEHUA

«CoBNoOAaTE NPUIOXEHHYIO MHCTPYKLMIO NO MPUMEHEHMIO Npenaparas»
«XpaHuTb B HEAOCTYNHOM Ans neTei mecTels

«[Mpu 601K 1 BOCNANIEHUM B CNIMHE, WEe, MbILILAX 1 CYCTaBax»
npeaynpexaaoLLmnii 3HaK

«Obesbonreatollee, NPOTUBOBOCTANNTENLHOE ASNCTBUE

«Ha Bpemsa npyMeHeHua NpenapaTa U B TEYEHWE NOCNEAYIOLLMX ABYX
Henenb cnenyet uaterats BO3ASHCTBUA NPAMbIX COMHEYHbIX NYHei v
Y®-nyyeit (conapuii) Ha 0BpaboTaHHLIe y4acTKK Tenar

anokcUGEHONBHBIM JTAKOM, C HABMHYUBAKOLLMMCS KONNAaYKkoM — nepdopaTopom
(nonuatuned/nonunponunet). Mo 1 Tybe ¢ nHCTpyKUMER No NpUMEHEHUIO NpenapaTa 8

CooTBeTcTBRYET

A. Menapuxm MaHydakTypuHr JIOrmcTuke aHa,
Cepsucec C.p.J1., Utanus
BepnuH-Xemu Al', FTepmaHusg

BERLIN-CHEMIE / MENARINI
®acTym® / Fastum®

KetonpodeH / Ketoprofen
refb ANa HapyXHOro npumeHeHus 2,5%
100r

B 100 r rens copepxutcs ketonpodeHa 2,50 r
Mpu TemnepaType He Bbilwe 30°C

YKa3aHo

yKasaHo

YKa3aHo

MMEETCH

yKa3aHo

yKazaHo
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Ceptudukar aHanusa

MpoaykT ;. @actym®
Kon, :  F150505
N2 cepum : 4294A
JaTta narotoenexus ;. 25/09/2024
[ara uctuieHns cpoka rogHocTu ;. 31/08/2029
[ata BeinycKa cepum : 10/10/2024
HopmaTvBHas OoKyMeHTauus : TIN012306/01-030223
IlekapcTeerHas dopma I renb AnNA HapyXHoro npumeHenns 2.5 %
[elcTeyollee BeLLECTBO : KetonpodeH
[MpowasoauTent AENCTBYIOWErO BEWECTRE . Zhejiang Raybow Pharmaceuticals Co Ltd., Kutai
Paamep cepum . 16023 ynakoBok
yCnoeusa oTnycka Bes peuente
HOMED Cepun 42944
rogeH oo 08/2029
NPOU3BOACTBEHHbIA KO, UMEeeTcs

BTOpu4YHas yNnakoBkKa
Ha kapTOHHO NayYke Ha PYCCKOM A3bIKE YKa3blBaOT:

HaMMeHosaHue GUPMLI-NPOU3BOAUTENA, CTPaHY A. MeHapuHu ManydakTypuHr JIOrMcTUKC 3H4,
Cepeucec C.p.J1. Utanua

HauMeHoBaHue GUpMbl-aucTPUbLIOTOPA, CTPaHY BepnuH-Xemu AT, FepmaHus

norotun «BERLIN-CHEMIE / MENARINI» BERLIN-CHEMIE / MENARINI

TOProBoe HanMeHoBaHWe npenapara DacTym®

npenynpenuTensHOn Mapknposkoi ®

MEXOyHapO4HOE HEeNaTeHTOBaHHOe HaUMEHOBaHNE KeTtonpodeH

NEeKapCTBEHHYIO (hopMy, JO3UPOBKY renb AN8 HapyXXHoro npumeHenns 2,5%

conepxanve pencreyiowero sewectsa 8 100 r npenapara B 100 r rens copepxutca ketonpodena 2,50 r

KONMMYECTBO Npenapara B yNakoBke 100r

cnocob NpUMEHEHUS Lns MECTHOTO NPUMEHEHWA

YCNOBUA XPaHEHUS Mpu Temnepatype He Boilwe 30°C

«CoBN0aATE MHCTPYKUMIO NO NPUMEHEHUIO NPenapara, KoTopas Haxo4uTCa BHYTPWU YNakoBKW» YyKa3aHo

«XpaHuTb B HEAOCTYNHOM ANs neTein mecTe!l» yKasaHo

«[pu 6OAM ¥ BOCNAJIEHWM B CNMHE, LUEE, MbILULAX 1 CyCTasax» YkazaHo

«OBesbonusaiollge, NPOTUBOBOCNANUTENLHOE A@INCTENE yKasaHo

Npeaynpexaaowmin 3Hak UMEETCH
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CepTtudukar aHanusa

Mpoaykr : @actym®
Kopg, : F150505
N2 cepuun o 4294A
Jata usrotoeneHua : 25/09/2024
Jara nctnieHus cpoka rogHoCcTH : 31/08/2029
[arta Beinycka cepum :10/10/2024
HopmaTtusHas gokyMeHTaums : [N012306/01-030223
JlekapcTBeHHasa hopma . Tenb ANnS HapyxHoro npumeHeHua 2.5 %
[lefcTeyOllee BELWECTBO - KetonpodheH
lMpoussognTens AeACTBYIOLWEro BELIecTBa :  Zhejiang Raybow Pharmaceuticals Co Ltd., Kutai
Pazmep cepun : 16023 ynaxkoeok
«Ha epemsa NnpUMeHeHWs Npenapara 1 B TeY4eHue NocneayLmx AByX Heaens cnenyeT usberatb yKa3aHo

BO3AEACTBUSA NPAMBIX CONHEYHbIX Ny4eit unu YP-nyyeii (conapuii) Ha 06paboTaHHbIE Yy4acTKK
Tena»

yCnoBua OTnycka Bes peuenre
PErucTpaUMOHHbIA HOMEP MNO012306/01
LWTPUX-KOZ, UMEETCSH
ATUKETKA KOHTPOMA NepBOro BCKPbITHUSA HE MMeeTCH
cpeancTea MoeHTUdOUKaUMmM CUCTEMbBl MOHUTOPVHIA ABMKEHWA NEKapCTBEHHbIX NPENapaTos umeeTcs
NPOVM3BOACTBEHHbINA KOA, nmeeTcs

HEBWIOMMbIA 3HAK 3aLUNT nMeeTcA

HOMEp Cepumn 42944,

[arta npou3soncTea 09/2024

rogeH oo 08/2029

XpaHeHue Mpw TemnepaType He esiwe 30°C
Cpok rogHocTH 5 net

Ceprtudukart: BolleykasaHHas cepusi oTBeHaeT TpebosaHnamM HOPMaTUBHOR AOKYMEHTaLMU.
f

YNonHoOMQoYeHHOe N1uo/

O-p Nyka Haxuxennu

A.M_enarini Manufacturing
Logistics & Services S.r.l.
Sito Produttivo
Via Sette Santi, 3 - 50131 Firenze

[Oata eulgauu ceptudukara 10.10.2024
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M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPXKXJIEHHUE COOTBETCTBUA

No T1C-4294A
ToproBoe HaMMEHOBaHUE dactymMm®
MexnyHapogHOE HENMaTeHTOBAHHOE HAMMEHOBAaHUE Keronpoden
(TpynnupOBOYHOE UM XMMHYECKOER)
JlexapctBenHas popma resb 1711 HAPYKHOTO TPUMEHEHUS
Jo3upoBka 2,5%
®dopma BhIITyCKa 100 T , Ty0a , mayka KapTOHHAs
Howmep cepuu (naptun) 4294A
O0nem cepun (MapTum) 16 023
JlaTa npousBojcTBa 25.09.2024
I'ogen o 31.08.2029
HaumenoBanne wu azgpec  mpousBomutens  (c IpousBoautenn I'J1D
yKa3aHUEeM CTaJuil IpOU3BOICTBA) (Bce craguu, BKITIOYas BBITYCKAOITHI

KOHTPOJIb KQ4eCTBA)
A.Menapnan M3HI0(peKYepHHT
Jlomkucrukce 311 CepBucus C.p.i,
Hranus
(Via Sette Santi 3, 50131 Firenze, Italy))

Howmep u nara peructpaimioHHOTO YAOCTOBEPEHUS ITN012306/01 ot 21.12.2010
Hara 3amens! PY 03.02.2023

Homep u nata HopMaTUBHOM TOKYMEHTAllUU I1N012306/01-030223
HanmeHnoBanue aepskatesst perucTpalioOHHOTO A.Menapunu Ungyctpud
YAOCTOBEPEHHUS ®apmaueytukd Puynuts C.p.1. Uranus

(Via Sette Santi 3, 50131 Firenze, Italy)

Hacrosmmii JOKyMeHT OATBEPKAAET:

-lIaHHBIN JIEKapCTBEHHBIN Mpemapar cooTBeTcTBYeT 61-P3 «OO6 obOpalieHu JeKapCTBEHHBIX
CPEICTB...»;

-cepHsl JIGKAPCTBEHHOT'O IpenapaTa COOTBETCTBYET TPEOOBAHUSAM, YCTAHOBJICHHBIM IPU €ro
roCyJapCTBEHHON perucTpanuu

= Cokono B.JI.  11.06.2025
(mara)

000 “BepnuH-Xemu/A. MeHapuHK"

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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