HawmeHoBaHWe nNpenapara
Cepua 330322

3A0 "MockoBckasa dhapmauesTudeckas pabpuka” Ten (495) 459-46-40
NMuueHsua Ha npounzeoacTeo Ne 00283-J1C ot 26 uroHa 2017 roga

Kon-so 69543 wr

MACNOPT Ne 1731

Cpok rogHocTt 3 rona

AHanuna eeinon+er no P N000624/01-150713 uam. Ne 14

BanocepavH®, Kannu AnA npyvemMa BHyTpb 15 mn
loper o 03.25

[ara npoussoactea 10.03.2022

MACHOPT Ne 1 731

::Qn NMokaszaTtenu HOPMI;I Pe:iyanaTht WCNbITaHWUKA
1 Onucarue MpospayHas GecuBeTHas KNAKOCTb CO MNpospadnas BecuBeTHanA KLKOCTE CO
CneumMU4ECKVM 3pOMaTUYeCKIUM 3anaxom cNeLdNYE CKMM aDOMaTUHECKMM 3anaxom
2 [MoAnNUHHOCTL CootsetcTayer
21 Y®cnekTp YNeTpahunoneToBsIA CNEKTY PacTBopa B YNeTpadMoneToBkLIM CNekTp pacTeopa B
oBnacTty ot 220 go 300 HM umeeT obnactu ot 220 ao 300 HMm umeeT
MaKkCMMYM NOMMOLLEHNS MpK (24042) HM 1 MaKCKIMYM NornoweHns npn 240 Hv 1
MUHUMYM 11pu (22422) HM MUHUMYM Npr 224 Hm o
22 |[asoeas BpemeHa yaepXuBaHKWSA KOMMNOHEHTORB Macen BpemeHa ygepxrBaHUs KOMNOHBHTOB Macen
xpomatorpadus Ha xpomMaTorpamMme rnpenapara AoMKHbI Ha XxpomaTtorpamme npenapara
COOTBETCTBOBATL BPEMEHAM YAEPKUBAHKA COOTBETCTBYHOT BPEMEHEM YAEDHKVBAHWA
KOMTMOHEHTOE Macesn Ha xpomaTorpaMme KOMMOHEHTOB Macef Ha XROMaTorpamMme
pacteopa CO MATkI NepedHoi Macna u pacTBopa CO mATLI NepedvHon Macna u
AYWWUEl Macna AYLWALEI Macra
23 IBXKX BpemeHa yaepxu1BaHusA 3TUNOBOIo adupa BpemeHa yaepxuBaHMa 3TUNOBOM adupa
a-SpomMunsoBane pUaHoBOM KMCNOTbI U a-BpomusoBanepraHoBOW KUCMOTL! U
. heHobapbutana Ha xpomartorpamme dheHobapbTana Ha xpomaTorpaMmme
| VCNBITYEMOTO pacTBOPAa AOMKHbI WCNbITYEMOro pacTBoOpa COOTBETCTBYIOT
COOTBETCTBOBATL BPEMEHAM YAE PKUBAHUA BpeMeHaM YAepKMBaHnA aTnoBore adupa
3TVNOBOTO adupa a-BpoMK13oBaNe PUaHOBON a-OpPOMIN30BENEPUEHOBO W KMGMOThI K
KMCNOoTsl 1 heHobapbuTana Ha tbeHoGapbuTana Ha xpomaTorpamme
xpomaTorpamme pacteopa CO pacTtBopa CO
3 pH OT350062 550
4 [MokasaTtens O711,3620 go 1,3682 1,3668
rpenomNeHUsA
5 M3Bnekaemolit obbem CooTBeTCTBYET
51 |CpeaHee 3HadeHne 150 15,0
obvema cogepxumero 10
| YNaKkoBOK, MM, He
MeHee
52 |OGbem coaepumoro 135 14,8-152
Kax/on oTaeNbHon
YyMakoBKW, MN, He
MeHee ]
& [MnoTHoCTH 010,917 00 0,926 0,923
i MukpoBuonormyeckas e X, Kateropua 3 A CooTBeTcTBYET
4yucToTa
7.1 jOBuiee YMcno aspobHblix He 6onee 1000 KOE/mn MeHee 10 KOE/mn
MWKPOORraHM3MoB
7.2 |OBiiee 4micno gpoxokesblx |He Gonee 100 KOE/MN MeHee 10 KOE/Mn
| W NNecHeBbIX rpyubos
7.3 |Escherichia coli OtcytcTere 8 1 Mn B 1 mn He oBHapyxeHo N
8 Konun4ecTtBerKoe CooTBeTcTByeT
onpeAeneHe
8.1 |PerHobapbutan, r Ha 011948021 1,99
100 r npenaparta
82 | 3TunoBbi acbup OT198021 2,04
a-BpomMuUsoBariepraHoBon
kuenotel, rHa 100
npenaparta
8 Ynakoska Mo 15 mn, 25 mn Bo chnakoHbl-Kanen bHWLs! Mo 15 Mn 80 dNakeHel TEMHOMO CTEKNE ©
WUN hNaKoHbLI TEMHOTO CTeKNa & BUHTOBOM BMHTOBOW rOPNOBUHOM, YKYNOPEHHLIE
: rOPNOBUHOW, YKYNOpEHHbIE KpBILLKaMK ¢ KanensHuuen Kaxgsin
; npobKamMu-kanensHULaMK NeMMepPHsIMU K thnakoH BMeCTe C MHCTPYKUKMEN Mo
| KPBILLKEMU NONUMEPHBIMK HaBUHYMBAE MbIMA NMPUMEHEHMIO NOMELLEH B NaYKy KaPTOHHY
i VNA KpbILWKaMU ¢ kanenbHuein. Kaxabi
hnakoH-kanenbHULY UNu ONakor BMecTe ¢
WHCTPRYKUWEN MO NPUMEHEHWIO NoMeLLanT B
| nayky KapToHHY O
110 MapkupoBska [MepBusHan ynakceka. MepBuqras ynakogka
t Ha aTukeTke dnakoHa-kanensHULs! K1 Ha sTukeTke dhnakoHa ykaszaHo:
hrnakoHa yKasbiBatoT HalMeHoBaHne HaMMeHOoBaHWe NPOU3BOANTENSA, TOBAPHLIN
Npown3BoAUTEN s, TOBAPHbLIW 3HEK, erc 3HakK, ero rpadpudeckoe MaobpameHie.
rpachueckoe 1Maobpaxkenune, agpec, aapec, TenedoH, chakc, agpec canTa.
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TenedoH, dake, agpec canta, Toprosae
HauUMeHoBaHWe NekapcTBEHHCOro NpenapaTta
C NpeaynpeanTensHoW MapKkMpoBKon ®,
rpynnMpoBOYHOE HaVMeHOBaHKeE,
nekapcTBEHHYIO QOPMY, KOMUYECTBO
npenaparta B ynakoeke, "3TaHon (cnupt
aTMnoBbIA) 96 % (no o6Bwemy), 93.83 %
(ne macce) - 52,00 r #a 1001
npenapaTa.”, yocnoBus xpaHeHus,
«XpaHuTb B HEZOCTYNHOM 4NA AeTen
mecTey, «Croced NpUMeHeHUsa: cMm.
WHCTPYKLUMIOR, HOMEP PericTpauuoHHoro
YAOCTOBEPEH WS, HOMED Cepuii, B KOTOROM
nocnegHve Yeteipe Undpbl obozHadaoT
MEeCAL M rog U3roToBNEHWA

i NeKapcTBeHHOro Npenapara, cpok

| rofHocTU («fofeH Ao.. »).

(Maket P NOD0624/01-170521)
BropwvdHasn ynakogka.

Ha nauke YKasblBakwT HammeHoBaHu1e
NpoUIBOLUTENR, TOBAPHLIW 3HaK, ere
rpathuyeckoe nsobpaxeHwe, agpec,
TenedoH, hake, apec canta, Toprosoe
HameHoBaHWe NekapcTBeHHoro npenaparta
C NpeaynpeuTensHoN MapkupoBekon @,
rpynNYpoBOYHOE HaMMeHoBaHWe,
rieKapcTBeHHYo hopMy, KONU4eCTBO
npenapaTa B yNakoBKe, COCTaR,
«MoAPOBHYK MHCTPYKUMIO CM. BHYTPU
YyNakoBKW», HOMEpP perucTpaLuoHHoro
yAoCTOBEpeHUWA, YCNOBUS OTNYCKAa,
YCMOBUSA XPaHEHUs, «XpaHUTb B
HEAOCTYNHOM ANA AETEN MecTe», Hovep
Cepuu, B KOTOPOM NocnegHVe YeTbipe
Lndbpsl 0603HAYAOT MECAL U rog
M3roTOBNEHWR NekapcTBEHHOMO Npenaparta,
CROK rogHOCTH («oaeH fo...»),

crnocob nprUMeHeHUs 1 J03bl,
chapmMmakoTepaneBTUYECKYO rpynny,
LITPUX-KOL.

LononHuTensHo Ha nadxy MoxeT BbiTb
HAHECEeHO CPeacTBO WABHTUMDMKE LI
(ABYXMEPHBIV WTPUXOBOW Ko4) U TEKCT,
HACTUHHO JYDNUpYHOLLMIA MHOpMaLKD,
3aKOAVPOBAHHYH B HEM (MHAVBKAYANbHBIV
CEPUIHBIN HOMEP W rMoBanbHbIA
UaeHTMBKWKaUMOoHHBIK Homep ). (Maket P
N000624/01-170521)

MHDOPMaLMIO O NOKA3aHUAX K NPUMEHEHUK,

TOProsoe HaUMEHOBaHME NeKapcTREHHOro
npenapaTta ¢ npeaynpeauTensHom
MapkupoBskowr ®, rpynnrposoYHoe
HavmeHoBaHWe, NekapcTBeHHas gopma,
KOMW4YECTBO Npenapara B ynakoske,
"3tanon (cnupT aTunoewii) 96 % (no
obwemy), 93,83 % (no macce) - 52,00 r

Ha 100 r npenapaTa.”, ycnoBws

XpaHeHWs, «XpaHWUTL B HELOCTYMHOM N4
geTen mecTer, «Crniocob npuMeHeHUA. cM
WHCTPYKUMIO» . HOMEP permcTpaumoHHoro
YAOCTOBEPEHUA, HOMED CEPUM, B KOTOPOM
nocregHue Yetsipe umdpsl 0603Ha4YaoT
MECAL, W rog U3reToBNEHUA
neKkapcTBEHHOIO Npenapara, Cpok
rogHocTH («oger po...»).

(MakeT P NOD0B24/01-170521)
BropuuHas ynakoeka.

Ha navdke ykasaHo: HaMeHoBaHwe
NPOW3BOAWTENA, TOBAPHKbIM 3HaK, ero
rpachmdeckoe mzobpaxeHe, agpec,
TenedoH, hake, agpec canta, Toprosoe
HaVMEHOBAHWE NeKapcTBEHHOIO Npenapara
C npeaynpeauTeneHon MapKpoBKow @&,
rPYNNMUPOBOYHOE HaWMeHOoBaHWe,
nekapcTeeHHan hopMa, KonudecTso
fpenapaTa B yNaKkoBKe, CocTas,
«MoapoBHYH MHCTPRYKLMKO CM. BHYTPWX
YMakoBKK», HOMEpP percTpauUmoHHOMo
YAOCTOBEPEHWA, YCrOBMA OTNYCKa,
YCNOBUA XpaHeHWA, «XpaHuTs B
HeAOCTYNHOM AN AeTel MecTe», HoMep
CepuUK, B KOTOPOM NOCMELHWE YeTbIpe
undbpel 0603HaYaoT Mecay 1 ron
M3roTOBNEHWA NeKapcTBeHHOro Npenapara,
Cpok rogHocTH («foaeH 4o...»),
UHGOPMaLMA O NMOKA3aHWAX K NPUMEHEHWIO,
cnocof NpUMEeHeHWs 1 403bl,
dapMakoTepaneBTUYECKaR rpynna,
LITpUX-KO

Ha nauky HaHeceHo cpeacTBO
ugeHTUDMKa LW (4BYXMEPHBIA LLUTPUXGBOW
KeA) W TEKCT, YacTW4HO AYBnupyrowmm
vHopMaLmIio, 3aKOAMPOBAHHYIO B HEM
(MHAMBUAYaNbBHLIV CePUAHBLIN HOMED K
mobanbHbIA MOAEHTUDWKALMOHHEIA HOMED).
(MaxeT P NOD0624/01-170521)

Yenoeua xpaHeHms Mpu TeMmnepaType He Bbile 25 °C

Mpwu TemnepaType He Bhiwe 25 °C

{Cpok rogHocTu 3 roaa

o 03.25

3aknroueHue. CooTBeTcTBYET TpeGoBaHUAM P N000624/01-150713 mnam. Ne 14

HauansHWk OKK

/1 5 74
i ,(écl‘,i-;_/ 74 /,f

NACNOPT Ne 1 731

Nedepesa H.W.

28 mMapTa 2022 r.
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3A0 "Mockosckasn papmaLlieBTryeckasn dabpuka”
125239, rMockea, ®apmaueBTUdeckuia np-4, 4.1
Ten. (495) 459-46-40

E-mail: sert@mosfarma.ru

MNopreepxaoeHue Ne 1731
COOTBETCTBUA NeKapCcTBEHHOro npenapara

| ToproBoe HauMeHoBaHUe

BanocepagnH®

MexayHapogHoe HenaTeHTOBaHHOE
HauMeHoBaHWe (rpynnUpoBo4HOE UK
XnMMmu4eckoe)

Q®eHobapbuTtan + 3TunbpomMuaosanepuanat

JlekapcTBEHHaR dopma

Kannw 4ns npuema BHyTpb

Hosunpoeka -
Kannuw gna npuema BHyTpb (hnakoH) 15 mn x 1 (nadka
dopma BeInycka KapToHHasnA)
Homep cepuu (naptun) 330322
O6nem cepumn (napTuu) 69 543 wr
[lata Beinycka 28.03.2022
lofeH go 03.25

HanmeHoBaHWe M agpec NpoussoanTens (¢
yKkaszaHwem cTaguii Npou3BoAcTaa)

3akpbIToe akumMoHepHoe oblecTBo "MockoBcKan
drapmalesTdeckas dabpuka”, Poccua

125239, rMocksa, apmalleBTvHeckua np-/4, 4.1
(BCE CTagMM NPOM3BOACTBA)

Homep W gata perncTpaunoHHoro
YA OCTOBEPEHUA

P N000624/01 ot 07.08.2007

Homep HOPMaTUBHOW JOKYMeHTa LUK

P N0O0D624/01-150713 uam. Ne 1-4

HaumeHoBaHWe W agpec gepxaTens
|perncTpayuoHHOro yaocToBepeHNs

{

3akpelToe akynoHepHoe obujecTeo "MockoBckan
dapMalleBTu4eckan dabpuka"
125239, rMocksa, QapmaleBTUHECK I Np-a, 4.1

HacTeAlM A NoaTBEPkKAAKD. HTO MPUBEAEHHAA BbilE MHPOPMALMA ABNAETCH AOCTOBEPHOM WM TOUHOWM 3aMWCK MO NPOM3BOACTBY. YNAKOBKe U
aHanuay NpoBepeHsl W YCTaHOBNeHO Ux cooTseTcTeue TpebopaHuam MpaBnn Haanexalwel NPOWIBOACTEEHHOM MPaKTWKL, 3Ta CePUR NPOL YKL
npousseseHa (BKNKHaA YNAKOBKY W (MNK) MApKMPOBKY W KOHTPONb KAYECTBA) Ha BLILLSYKA3aHHOW NPOU3BOACTBEHHON NMOWAAKE B COOTBETCTBUM ©
TpebosanuaAmi [pasun Hagnexalen NpoMSBOACTBEHHOM NPaKTUKK W COOTBETCTBYeT TPeBOoBaHWAM, YCTAHOBMNEHHLIM MPW OCYAapPCTEE HHGM
perucTpaummn

HfaHHasA cepuA NPOAYKUWMM paspelleHa Ha BBOJ B rpaXaaHCcKui o6opoT

YnonHoMmoveHHoe NuLo - 3 *ﬁ
Lo f{,/ Pas f_
_/’ o

3amM. reHepaneHOro AvpekTopa BopoHoea T.H.
28 maprta 2022 r.

no KadecTey







