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3A0 "MocKoBcKan thapmaleBTnHeckan cpabpuka”
M (D 125239, rMockea, Papma LeaTMueckn np-a, A.1
o C AP MA Ten. (495) 459-46-40

E-mail: sert@mosfarma.ru

MoaTteepxaexne Ne 3680
COOTBETCTBUA NEeKapcTBeHHOro npenapara

Toprosoe HauMeHoBaHue CYKCHMMUO T
MexayHapopHoe HenaTeHToBaHHoe

HauMeHOBaHWe (rpyNnNMpoBO-HOE UK

XUMU4ecKoe) 3rocykeumng

NekapcTeEeHHAA popma Kancynbi

[o3npoeka 250 mr

dopma BbiNycKa

kancynbl, 250 Mr (KOHTYpHaA auenkopas ynakoska) 10 X
10 (nauka KapToHHas)

Homep cepuu (napTuu) 030622
Ofbem cepun (NapTuu) 3000 wr
[ata Bbinycka 22.06.2022
[oneH po 01.27

HaumeHoBaHWe U agpec Npou3BoAUTENA (c
yka3aHuem cTaguit NponN3BOACTBA)

KataneHT [epmaHua D6epbax rvBX, MepmaHua
Catalent Germany Eberbach GmbH, Germany
Gammelsbacher Str. 2, 69412, Eberbach
(Npov3BOACTBO roToBOM NeKapcTBeHHOM hopMbI)
3akpbiToe akyuoHepHoe o6LecTso "MockoBCKan
cpapmalleBTUHECKARA dabpuka”, Poccna

125239, rMockea, thapmaueBsTHHeCKWiA NP-A, a1l
(NepBMUHAA yNakoBKa)

3akpkiToe akyMoHepHoe oBuwecTso "Mockoeckas
chapmaueBTHHecKan chabpuka”, Poccus

125230, r.Mockea, PapmaugBTVHeckli np-a, a1
(BTOpUMHan/NOTPeBUTeNLCKAR ynakoBxa)
3akpbiToe akumMoHepHoe obiecteo "MockoBckas
chapmaugeTHHECKAnN thabpuka", Poccunn

125239, rMockea, PapMaueBTUHecKiA Np-4, aA
(npou3ssoauTENE (BBIMyCKaOLWWIA KOHTPOME KaJecTBa)

Homep W 4aTa perucTpaLuoHHoro
yAOCTOBEpeHUA

NN-007237 ot 28.07.2021

Homep HOpPMaTUBHOW AOKYMEHTaUNK

NM-007237-280721 nam. Ne 1, 2

HauwMeHoBaHue W agpec AepaTens
PerucTpaynoHHOro YA0CTOBEPEHUA

3A0 "Mockosckan hapmMalieBTUHECKAR thabpuka"
125239, rMockea, PapmaLeBTUHeckvin Np-4, a1

HacTOAWMM A MOATBEPKAAID, 4TO MPUBEAEHHAR Bbile MHOPMALWsA ABNAETCA AOCTOBEPHON W TOUHOW, 2aMUCK MO NPOMIBOACTBY, YNakoBke

aHanuay nposepeHsl n YCTaHOBNEHO WX cooTBRTCTEKME TPE

GosaHuAM (Mpasun Haanexallen NPGUIBOACTBEHHOM NPAKTUKA, 3Ta cepua NPOA YKL

npovaseaeHa (BKNIoHanA YNAkoBky ¥ (M) MapKipoEKY W KOHTPOMb KAUECTBa ) Ha BbILEYKAIAHHEIX NPOWIROAGTABHHLIX NNOWBAKAX B COOTBETCTENA c

tpeGopatmamn [Npasin HaANeXaLWed NPOM3BOACTBEHHON NPaKTUkK W COOTBETCTBYET Tpaﬁoa}hﬁm.lyﬂaﬁb
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HawverosaHwe nperapara

3A0 "MocKoBcKas apmMalesTuieckan thabpuka" Ten. (495) 459-46-40
NyeH3us Ha NPOU3BOACTBO Ne 00283-N1C oT 26 nioHA 2017 roaa

NACNOPT Ne 3680

CYKCVWMMUA, kancynei 250 Mr N100

Cepun 030622 Kon-so 3000 wT Cpok rogHocTh 5 neT lopeH Ao 01.27 [lata npoussonctea  27.02.2022
Aranwvs BbinonHet no J1N-007237-280721 nam. Ne 1, 2
Ne n o
nin oKasarenwu HopMmbi Pe3ynbTaThl MCMNbITaHWW
1 Onucanvie Markue XenaTUHOBbIe Kancynsl oT Msrkue xenaTUHoBbIe Kancynbl
CBOTNO-KerToro A0 CBETMO-KOPW4HEBOro caeTno-¥enToro. CoAepxvMoe kancynel -
yeeTa. Coaepxumoe Kancynei - BecupeTHan BecupeTHan, Npo3padHan, BAKas
W co cnabbiM KenToBaTbIM OTTEHKOM, KnakocTs co cnabbiM xapakTepHeLIM
Npo3pauHan, BA3KAA KUAKOCTE CO cnabeim 3anaxoMm.
XapakTepHbIM 3anaxom.
2 MoANMHHOCTL CooTseTcTBYST
21 |CnekTpoMeTpuA B WNK-cnexTp McnbITyemoro pacrTeopa, CHATBIA WK-cnekTp “cnemyemoro pacteopa, CHATBIA
WK-06nacty B oBnacTy oT 3000 go 1650 cm-1, no 8 ofnacTu o 3000 po 1650 em-1, no
NONOXeHWIO NOMOC NOMMOWEeHUA AOMKEH MOMNOXeHUIo NONOC NOMMOLWEeHWA
COOTBETCTBORATL CMeKTPY CTaHANPTHOrO COOTBOTCTBYET CNeKTpy CTaHAnpTHOro
cTBOpA@ ITOCYKCUMUAA pacTeopa aTocykcumuaa
22 [BOXKX Bpemn yaepXveaHvia OCHOBHOMO Mitka Ha BpemA yAEpXMBaHUA OCHOBHOM Nuka Ha
XpoMaTorpaMme WCTbITyemMoro pacTeopa, XpOMATOrpamMmMe UCMITYeMoro pacTeopa,
APUMOTORNE@HHOTO ANA KONMMeCTBEHHOM NPMrOTOBNEHHOTO ANA KONUHeCTBEHHOM
onpeAeneHWA, A0NXHO COOTBETCTROBATL onpeAeneHWA, COOTBETCTBYeT BpemeHn
BpeMeHM YA PKMBAHWA OCHOBHOMO NiKka Ha YA@PKMBAHUA OCHOBHOMD NUKKa Ha
XpoMaTorpaMme CTaHaapTHOro pacTeopa XpomaTorpamme CTaHAapTHOM pacTeopa
ITocCyKcMMUaa arocykcuMuaa
3 PacnapaemocTtb He Gonee 30 MWH. 13-15 muH
4 QaHopoaHocTE Mpun=10 AvsL1, L1=15,0. MNpu n=30 2,40%
AO3UPOBaHUA AVSL1 v BCe 3HAHMEHWA Xi YAOBNETBOPAIOT
nepaseHcTay |M-xi|0,01:L2-M
5 PoACTBEHHBIE NPHMMECH Mpwmecs A - He Gonee 0.5 %, noban Npvmeck A - 0,004 %, niobana epuHniHan
eAUHUMHERA HewaeHTVdLMpoBaHHana NpUMec HenAeHTUHULIMPOBaHHAA NPUMECD - 0,01 %,
- He Gonee 0,1 %, cymMmMa nNpuMecsii - He cymMMa npumecei - 0,0375%
Gonee 0,5%
6 MwkpoBronoru-eckan r® XIV, kaTeropus 3A CooTBertcreyeT
JucToTa
6.1 |OBues YMcno aspobHbIX He G6onee 1000 KOE/r Menee 10 KOE/r
MWKDOOPraHMsMos
62 |OBuiee Ymcno apoxakeskix (He Gones 100 KOE/r Mewnee 10 KOE/r
1 nnecHeBbIx rpubos '
6.3 _|Escherichia coli OtcytcTBve B 1 T B 1 r ne obHapyxeHo
7  |KonudecTeeHHo® Ot 90,0 % go 110,0% oT 3aABneHHoro 102,8%
onpegenexue KONU4ecTsa aTocykcumnaa
8  |Ynakoeka Mo 10 Kancyn B KOHTYPHOM AYEAKOBOM Mo 10 Karcyn B KOHTYPHOWM A4eNKoBOM
YNaKoBKe 13 NNeHKA MONUBMNXNOPUAHOA € ynakoBke W3 NNeHK NoNUBIANXNOPWAHOW ©
MONMEMHWUNMASHXNOPWAHBIM NOKPbITHUEM W NONVBAHUNAAEHXNOPUAHLIM NOKPLTUEM U
anioMuHWe Boi honeri, Mo 5 unn 10 anoMuHMeBon cponbm. 10 KOHTYPHBIX
KOHTYPHLIX AYEMKOBBIX YNaKkoBok smecTe C AYeKOBbIX YNAakoBOK BMECTe ¢
VHCTPYKUWe No MPUMBHeHIO nomeLuaioT B MHCTPYKLIMOM NO MPUMEHBHUIO NOMBLLEHE! B
nauky wa kapToKa. [pynnoBan ynakoeka u nauky via kapTora. [pynnoBan ynakoeka v
TpaHcnopTHaRA Tapa B COOTBETCTBUM C TpaHCNOpPTHAA Tapa B COOTBETCTBUU C
rOCT 17768-80. (IN-007237-280721, FOCT 17768-20. (NN-007237-280721,
WHETPyKUma: NN-007237-280721, uam. Ne 1 UHCTPYKUMA: NN-007237-280721, vam. Ne 1
(NN-007237-111121)) (NN-007237-111121))
9 MapKkupoBka Mepeu-HanA ynakoBka. MepevyHasn ynakoeka.
Ha KoHTypHOR AYBIKo BOM YNAKOBK® Ha Ha KOHTYpHOW A4eMKOBOM YNakoake Ha
PYOCKOM R3blKe yKasblBaloT: TOprosoe PYCCKOM R3LIKe YKa3aHo: Toprosoe
HaWMeHoBaHWe NexapcTBeHHoro npenapara, HaWMeHOBaHWe NeKapcTBeHHOM npenapara,
MeAYHRPOAHO® HeNnaTeHTOBaHHoS MEeXAYHapoaHOe HenaTeHToBaHHOoe
HauMeHOBaHWe, A031POBKY, NeKapCTBeHHYIO HauvMeHoBaHWe, A03UPOBKa, NeKapcTBeHHaA
chopMy, KONWHECTBO Kancyn B KOHTYpPHOW thopma, KONM4ecTBo Kancyn & KOHTYpHOW
ynakoBKe, HOMep Cepui, Cpok roflHOCTH ynakoBKke, HOMep Cepui, CPoK FOAHOCTHA
nekapcTBEHHOro npenapata (AaTta nekapcTBeHHoro npenapara (paTa
WCTBMEHWUA CPOKa MOAHOCTH). WCTEYEHMA CpoKa MAHOCTH).
(Nn-007237-280721, makeT: (nn-oo7237-2ao721 , MaKeT:
NN-007237-140422) NN-007237-140422)
BropwdHan ynakoBka. BropudHan ynakoeka.
Ha rayke Ha pycCKOM A3blKe YKadbiBaioT: Ha navke Ha pycCKOM A3biKe yKa3aHo:
anpec, TenedoH, agpec caitra, ToBapHbli aapec, TenedoH, aapec caiTa, TORapHbIA
aHaK 1 ero rpadgudeckoe usobpaxeHne aHaK v ero rpacduyeckoe naobpaxeHve

NACMOPT N2 3 680

Crpiwa2




snajensua perucTpauMoHHoro
ynocToBepeHua, "MponssoanTent:

KatanewuT Fepmanun 36epbax MMEX,
FepmaHuMa.
NpovasoanTens/PacosLuuk/YNakoBLMK: 3A0
"Mockoeckan dhapmaLesTuueckan thabpuka”,
Poccusi no A0roBopy 0 NpeAocTasneHni
nuuerama c I . @apma MiBX, ABCTpUA",
TOproeoe HavMeHoBaHWe NeKapCTBEHHOM
npenapaTa, MEXAyHapoAHoe
HenaTeHTOBAaHHOS HAUMEHOBaKWe,
nexapecTBeHHyio hopMy, AO3UPOBKY,
HaUMEHOBaHUE W KOMNUYeCTBO AeVCTRYIOLEro
BellecTBa, KONMYecTso Kancyn 8
ynakoBke, MHdopMauma o cnocoGe
npUMeHsHUA 1 goaax, ("kancyne
NPUHUAMAIOT BHYTPB'),
thapmakaTepaneBTU4e ckyo rpynny,
"Moapo6HYIO MHCTPYKUMIO CM. BHYTPW
ynakoBKW', YCNOBWA OTNYCKa, YCNOBUA
XpaHeHWa, "XpaHuTb B HEAOCTYNHOM ANA
feTei MecTe", HOMep PerveTpayuoHHero
YAOCTOB@PeHUSA, moGanbHbIA
uaBHTUDMKaLWOHHBIN Homep ("GTIN"),
HOMEp Cepwu, AaTa NpoW3IBoACTBa, CPOK
rOAHOCTU NexapcTEeHHOro Npenapara
(aaTa UcTe4YeHUA cpoka rOAHOGTH),
WTPWX-KOA.

TMpw HeoBXOAMMOCTH Ha NaYKy MOXET Bbrrb
HaHECEeHO CPeACTBO UaeHTUMKaLA
(nBYXMEPHBII LUITPUXOBOW KOA) ¥ TEKCT,
YacTUHHO AYBnupyroWwmi HdopMaumio,
3aKOAMPOBAHHYIO B HEM (MHAWBUAYANBHBIA
COPUIHBLIR HOMEP).

(NN-007237-280721, maxeT:

gnafensla pericTpayrorHoro
yaocTosepeHus, "MponssoanTens:
KaTaneHT fepmanna 36epBax MBX,
[epmaHmna.

MpoussoavTens/dacoBLMK/Y MaKoBLYK: 3A0
"MockoBcKan thapmaliesTideckan dhabpuxa”,
Poccua No AoroBopy o NpegoctasneHitn
muyerama ¢ I 1. dapma MmBX, Asctpua”,
TOProBO& HAaUMEBHOBAHWE NEKapCcTBEHHOM
rpenaparta, MexayHapoaHoe
HEMaTeHTOBAHHO® HAUMEHOBAHUE,
nekapcTeeHHan hopma, A03INPOBKA,
HAMMEHOBAHWE WU KOMWYeCTBO ABUCTBYIOLLEra
BBLLECTRA, KONVHECTBO Kancyn 8
ynakopke, HdopmMauva o cnocobe
npuMeHeHUA 1 posax, ("kancynel
NPYHUMAIOT BHYTPB'),
chapmMakoTepanesTyecKkan rpynna,
"MoapoBHYIO VHCTPYKUMIO CM. BHYTPK
ynakoBkW", yCNoBMA OTNycka, ycnoaus
¥paHeHusa, "XpaHuTb B HBA0CTYNHOM ANA
fetef macTe”, HOMep PerncTPaLMoHHOro
yAoGTOBEpEHWA, robansHbid
uaeHTHhMKaLoHHsIA Homep ("GTIN'),
HOMep Cepui, AaTa NPOW3BOACTBA, CPOK
rofHOCTI NeKapcTEEHHOTO Npenaparta
(naTa McTeUeHUA CPOKa FOAHOCTH),
WITPUX-KOA .

Ha naviky HaHeceHo cCpeacTBo
WVABHTUDOMKE LMK (ABYXME PHEIA LWTPUXOBON
KoAl) ¥ TBKGT, HacTuqHO AyGnupyroLiui
UHhOPMALIIO, 33KOAWPOBAHHYIO B HEM
(MHAWMBAAYANbHLIA C8PUIAHBIA HOMED).
(nn-gm,g%‘fq-zsmm , MaKeT:

0072371 40422)
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YenoBWA XpaKeHna

Mpu TemnepaType He swiwe 25°C

NN-007237-140422) (,;;-‘F,.«‘_'

Mpw Temnepatype He sbiwe 25°C
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