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Cepua 280222

3AQ0 "MockoBckas apmalesTudeckasn abpuka" Ten. (495) 459-46-40
NnyeHsus Ha npouaeogcteo Ne 00283-NC oT 26 utoHs 2017 roga

eHoBaHue npenapara

Kon-so 41743 wr

MACMNOPT Ne 1552

Cpok roaHocTn 3 roga

AHanus BeinornHed no P N000624/01-150713 mam. Ne 14

BanocepanH®, kannu ANs npyvema BHyTpb 25 Mn
lopeH fo 02.25

[ata nponsscactea 21.02.2022

rpacuieckoe U3obpaxeHue, agpec,

MACMNOPT Ne 1 552

o
:!]1 NokasaTtenu HopMbl Pe3ynkrathl UcnbiTaHun
1 |Onucanne MpospadHan BecuyBeTHas XIMAKOCTL CO Mpospa4Has BecuBeTHas XNIKoCTb co
cneumryeckMM apoMaTdecKiMM 3aNaxom cneyrprUHecKMM apeMaTUHECKAM 3aNaxom
2 MNoanuHHocTs CooTBetcTBYET .
21 YO cnektp YnkTpaduoneTosbIn crexTp pacTeopa B YnerpadroneToBLIM CNeKkTp pacTscpa B
oBnactu ot 220 go 300 HM UMmeeT obnacti oT 220 ac 300 HM UmeeT
MaKGMMYM NOMMOLLEHUA Npwt (240£2) HM M MaKCUMYM NOrNowerRms npn 240 Hm 1
- MUHUMYM Fipn (22442) HMm MUHUMYM NpK 224 HM e
2.2 lazoBas BpemeHa yaepxurBaHMS KOMIMOKEHTOB Macen BpemeHa yaepxumsaHus KOMMOHEHTOE Macer
IXpomaTorpadua Ha xpomaTorpaMme npenaparta 4oNKHbI Ha xpomaTtorpammMe npenapaTa
; COOTBETCTBOBATL BPEMEHAM YA PKMBAHWUA COOTBETCTBYIOT BPEMEHEM Y& DKMBEHWA
; ! KOMIMOHEHTOB Macesl Ha xpomaTorpamme KOMMOHEHTOB Macen Ha xpomaTorpamme
| pacTBopa CO MATbI NepeqHon Macna 1 pacteopa CO MATLI NepedHon mMacna n
v AYWMLLl Macna AYWHLbl Macna \ i
2.3 [BOXKX BpemeHa yaepxueaHmna aTMNcBoro acdupa BpemeHa yaepxusaHns aTunNosoro shupa
a-6poMK30BaNne PUaHOBOA KUCNOTHI U1 a-5pomMiM3oBanepraHoBon KMCNOTE 1
| tbeHobapbuTana Ha xpomaTorpamme eHobapbuTana Ha xpomartorpamme |
MCNBITYEMOTO pacTBopa AOMMKHBI UCMbITYEMOro pacTBopa COOTBETCTBYIOT
COOTBETCTEBOBATL BpeMEHaM YAE PKMBaHUA BPEMEHaM Y/e PKUBEHWUS 3TIMMOBOTO athipa
aTunoBsore sghkpa a-6poMusosane puaHeBon a-BpomMsoBanepraHoBOM KNCMOThI W
KucnoTel U cheHobapbuTtana Ha theHoBapbuTana Ha xpomaTaorpamme
XxpomaTorpamme pacteopa CO pacrteopa CO e 1
3 pH Or350086,2 5,65 e
4 Mokaszarers Ot 1,3620 go 1,3682 1,3660
| inpenomneHus N
15 VMzsnekaembin oBbem CooTtBeTcTeyeT
5.1 |CpepHee sHadeHue 250 25,0
obvema cogepmmmore 10
YNakoBoK, M, He
MeHee
5.2 106bem conepxrumoro 225 24,8-252
KaXKAoW OTAEMNBHOR
YMAKoBKW, MN, He
MEeHee e
6 [MnoTHoCcTL Or 0,917 no 0,926 0,922 ]
7 MukpoBuonorudeckas e X, Kateropua 3 A CooTeeTcTayeT
4YUCTOTR ]
7.1 |OBlee Yicno aspobHbIX He 6onee 1000 KOE/mn MeHee 10 KOE/Mn
MUKPO O prasiamos
7.2 |OBlee YMcno Apoxxesbix |He Bonee 100 KOE/mn Menee 10 KOE/mn
v rnriecHeBbIX rpubos
7.3 |Escherichia coli OrcyteTBure B 1 mn B 1 M1 He oBHapyxeHo
2 KonuuecTBeHHO® CooTBercrayeT
|'  lonpepenenue
‘38 1 |®eHobapburan, r Ha Or 1,9 po 2.1 1,97
| {100 r npenapara
8.2 . |3TvnoBsi acdup 01189 8021 2,04
: a-BpomuM3cBane pMaHoBon
kmcnoThi, rHa 100 r
rnpenapara
9 Ynakoska Mo 15 mn, 25 Mn Bo rakoHbI-KanensHAL! Mo 25 Mn Bo thnakoHbl-KanenbH MLk
. WNK hNakoHb! TEMHOTO CTekNa ¢ BUHTOBOM TEMHOrO CTeKNa C BUHTOBOW rOpNoBUHOM,
TOPNOBUMHOW, YKYNOpPEHHbIS yKynoperHele npobkamu-kanensHuLamm
npoBKaMu-KanenbHULEaMKU NOAVMEPHLIMUA 1 NONMME PHBIMI W KPBILLKEMA NOMMME DHEIMM
KpbILKaMK NONUMEPHbIMKU Ha BUHUMBaE MBIMUA HaBWHYMBaEMbIMIK. Kaxawii
WNK KpbILLKaMK ¢ KanenesHuyer. Kaxasii hnakoH-kanenkHWLa BMecTe ¢
= hnakoH-kanensHULY UNK brakoH BMeCTe ¢ WHCTRYKLUMEN NO NPUMEHEHWMIO NOME LLEH &
s WHCTPYKLMe N No NpuMe HeHWIo NoMellaeT B naydky KapTOHHYIO.
Pt ik Nasqky KAPTOHHYIO Sali i it
Hi? Mapkuposka MepBuyHana ynakoska. MNepBuyHan ynakoska.
} i " Ha sTukeTke dnakoHa-kanensHULBI 1 Ha aTukeTke dnakoHa-kanensHLs
i thnakoHa ykasbiBaloT HaMMeHoBaHVe YK@3aHO! HaMMeHOBaHWEe NPOW3BOANTENS,
’ Mpov3BOAMTENA, TOBEPHbIX 3HAK, ero TOBapHLIW 3HaK, ero rpadu4eckoe
i

msobpaxeHue, agpec, TenedoH, dakc,

o
-
el




TenedoH, dakc, agpec calTa, Toprosoe
HaVMeHOBaHWe NeKapcTBEeHHOMo npenapaTa
¢ NpeaynpeauTensHOM Mapkuposkon ®,
FpYNNUPOBOYHOE HaMeHOBaKHWE,
nexapcTBeHHYIO opMy, KONMHECTB0
npenapara B ynakoeke, "OT1aHon (CnvpT
aTvnoBbiA) 96 % (no obvemy), 93,83 %
(no macce) - 52,00 rHa 100
npenapara.”, YCNOBUA XPaHEHUs,
«XpaHWTb B HEAOCTYNHOM ANA AeTen
mecte», «Crnocob npumeHeHns: ch.
MHCTPYKLMIOY», HOMEDP PercTpaLyoHHOro
YOCTOBEPEHMWA, HOMEP CEPU, B KOTOPOM
nocriegHve YeTeipe L psl 06ozHaYaT
MECAL, U FeA W3roToBNEHWA
nexapcTBEHHOro NpenapaTta, CpPoK
rofHocTK («[opeH Ao.. . »).

(Maket P NOO0624/01-170521)
BropwdHas ynakoska.

Ha nadyke ykasbiBaroT HaUMeHOBaHKe
NPOV3BOAUTENS, TOBaPHbLIA 3HAK, ero
rpachudeckoe nsabpaxeHve, agpec,
TenedoH, bakc, afpec caiTta, ToproBoe
HauMeHoBaHWe NeKapcTBeHHoro npenapaTa
G NpeaAynpeavTenbHOM MapkMpoBkoi @,
rpynNNUpoOBOYHOE HauMeHoBaHWe,
nexapcreeHHyo dopMy, Kon4ecTeo
npenapara B ynakoBKe, cOCTaB,
«MoApoBHYK MHCTPYKLMIO CM. BHYTPK
YMaKoBKW», HOMEP PErucTpaunoHHoro
YAOCTOBEPEHWA, YCNOBUA OTNYCKE,
YCMOBUA XpaHeHUs, «XpaHuTb B
HeaoCTYNHOM ANA AeTer MecTe», HoMep
cepuin, B KOTOPOM MOCNefHUe YeTsIpe
Undpbl 0603Ha4aKOT MECAL, U 04
M3roToBNEHUA NeKapcTBEHHOro Npenapara,
cpok rogHocTH («ogeH f0...»),

MchopMauwo 0 NoKaszaHuAxX K NpUMeHeHUo,

crocob NpUMEHEHWS W A03bI,
hapmaKkoTepanesTU4ECKY IO rpynny.
WTPUX-KoA.

[ononHurensHo Ha naqky MoxeT BbiTs
HaHeceHo CpeacTBO MAEHTUMMKE LMK
(ABYXMePHbIN LUTPUXCBOWM KOA) W TEKCT,
YacTUHMHO 4yBnupyrolmin nHpopmMaumio,
33KOAMPOBaHHYIO B HEM (MHAVBKAYaNEHBIA
cepUitHbI HoMep W rmoBanbHbIN
maeHTUbUKaUMoHHBIR Homep). (MakeT P
N000624/01-170521)

afipec caWTa, TOProBoe HanmeHosaHue
nekapcTeeHHOro Npenapara ¢
npeaynpeavTensHoN MapKpoBkon &,
pyNNMpoOBOYHOE HanMeHOoBaHWe,
nekapcTeeHHanA hopMa, Konu4ecTso
npenapaTta B ynakoeke, "3TaHon (cnupT
aTMNoBbIA) 96 % (no obbemy), 93,83 %
(no macce) - 52,00 r Ha 100 r
npenapara.”, yCroBusa XpaHeHus,
«XpaHuTb B HEAOCTYMHOM ANs AeTen
mecTey, «Cnocod NpUMeHEeHUs: CM.
VHCTPYKUMIO» , HOMEP pericTpaumoHHoro
Y4OCTOBEPEHWSA, HOMER Cepui, B KCTOPOM
nocnegHWe YeTsbipe Uudpbl obosHavatoT
MEeCAL ¥ rog M3roToBneHus
nexkapcTBEHHOTO Mnpenapara, CPoK
rogHocTy («[oaeH RO...»).

(MakeT P NOO0624/01-170521)
BropudHan ynakoska.

Ha nauke yKasaHo! HanMmeHoBaHue
APOU3BOAUTENS, TOBAPHBIA 3HaK, eroy. .
rpachuyeckoe nsobpaxexue, agpec,
TenedoH, dakc, agpec cawra, Toprosoe
HanMMeHOoBaHKWe rNekapcTBEHHOTo Npenapara
¢ NpeaynpeaUTENBHOM MapKUpoBKON &,
rpyNNKUPOBOYHOE HaUMEHOBaHKE,
nexkapcTeeHHas dopma, KONUYecTBO
npenapaTta B yNakoeke, COCTas,
«MoapOBHYO MHCTPYKUWIC CM. BHYTPU
YMakoBKWMy, HOMEP PerncTpaumMoHHOo
YAOCTOBEPEHUA, YCMOBKUA OTyCKa,
YCMOBUSA XpaHeHUa, «XpaxnTb B
HEAOCTYNHOM ANSA AeTer MecTe», HoOMep
cepuK, B KOTOPOM NocrnegHue 4eTobipe
umdpel 0bosHadaoT Mecaly U roa
M3roTOBMNEHWA NEeKapCTBEHHOro Npenapara,
cpok rogHocTu («logeH fo...»), )
yHbOPMA LA O NOKA3aHWAX K npuMetieHmio, ©
cnocof NPUMEHEHWA U A03bI,
chapmMakoTepanesTAYeckan rpynna,
LWITPUX-KOA.

Ha nauky HaHeceHo CpeACTBO
UaeHTUDUKa UMM (ABYXMEPHBIN WTPUXOBOW
Kof) U TEKGT, YacTU{HO AYBnMpyow it
UHDOPMaLIMIO, 3aKOAVPOBaHHYIO B HEM
(MHAVMBUAYAMNBHBIN CE8PUIAHBLIA HOMED W
rnoBankHeI NAeHTUHWKALMOHHBIA HOMED).
(MakeT P NDO0B24/01-170521)

YCnoeuWA xpaHeHns

Mpu TeMnepaType He Boiwe 25 °C

Mpw TemnepaType He Bolwe 25 °C

12

Cpox roqHocT

3ropa

Ho 02.25

3aknroueHue. CooTBeTcTBYeT TpeGosaHuam P N000624/01-150713 uam. Ne 1-4

HauvansHuk OKK

n.
Ja?ﬁ(ﬁ[/?

NACNOPT Na1 552

Nebepnesa H.W.

17 mapra 2022 r.
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Moc®arma

3A0 "MockoBekas hapmaleBTMYeckas thabpuka"”
125239, rMockea, ®apmaLiesTideckmit np-4a, 4.1
Ten. (495) 459-48-40

E-mail: sert@mosfarma.ru

MNoarsep

KOoeHue Ne 1552

COOTBETCTBUA NneKapcTtBeHHoro npenapara

Toprosoe HauMeHoBaHWe

Banocepank®

MexgyHapogHoe HenaTeHTOBaHHOE
HanMeHoBaHue (rpyNnUpoBOYHOe MNK
XMMU4eckoe)

DeHobapburan + 3TunbpomMusosanepunaHar

NekapctBeHHan dopma

Kanmu Ans npuema sHyTps

Hoswnposka

Popma BbInycka

Kannu ans npuema BHyTpb (pnakoH-kanensHuya) 25 mMn
X 1 (navka kapToHHas)

Homep cepuu (naptuu) 280222
Ob6reM cepuun (naptum) 41 743 wr
[HaTta Beinycka 17.03.2022
[opeH go 02.25

HaumeHoBaHWe v agpec NponssoauTens (c
ykazaHuWem ctaauii npou3BoACTBa)

3akpbiToe akLMoHepHoe obuectBo "Mockosckas
thapmayesTideckas abpuka”, Poccus

125239, rMockea, PapmMaleBTUHeCKAA np-a, 4.1
(BCe cTafuu npomssoacTRa)

Homep n naTa peructpaymnoHHoro
YAOCTOBEpPEHUS

P N000624/01 ot 07.08.2007

Homep HopMaTusHO AOKYMeHTaL UK

P N000624/01-150713 nam. Ne 1-4

HaumeHoBaHue u agpec depxarens
PerncTpaunoHHore yaocToBepeHus

3aKpbiToe akUnoHepHoe obuwecTteo "Mockosckas
thapmauesTuyeckan dabpuka"
125239, rMockea, PapmaueBTU4ECKNii Np-a, 4.1

Hacroaum st noaTeepxaato. yto NPUBEAEHHAA BbIlWe WHGopMaly
@HaMM3Y NPOBEepPeHLl W YCTaHOBNEHO WX COOTBeTCTBUE TpebosaHus
npowseeneHa (BKMIFOYaR yNakoBKy U (Mnu) MapKMPOBKY U KOHTPOMb K

WA ABNABTCA LCCTOBEPHOW W TOUHOW! 3aMMCW MO MPOMSBOACTRY, yriakoske u
M Npaeun Hagnexalwen NpousBoACTBEHHOM MPaKTUKA, aTa Cepus NPOAYKLIVK
34eCTBa) Ha Boilieyka3aHHON NPOMSBOACTBEHHOM NNOWEAKE B COOTEETCTBIN &

TpeBoBaHuAMK [MpasBnn HaANexalled NpoM3IBoaCTBEHHOM MPaKTUKM 1 COOTBETCTBYET TPEGOBAHWMAM, YCTAHOBNEHHEIM npu rocyaapcTeeHHOMR

pe FHCTpaLLHH. i

AaHHas cepua NpoAyKuMM pa3pellueHa Ha BBOJ B rpaxaaHckum oGopoT

YnonHomoveHHoe nuuo -
3am. reHepankHoro AVpeKTopa
1 ) no kavecrtsy

/oo

T

BopoHoBsa T.H.

18 maprta 2022 .







