PA3PEINEHUE

Ha BBOJ B MpakJaHCKuil 000poT B Poccuiickoil @enepanun cepuu Ui mapTuu
nmpousBeaeHHoro B Poccuiickoit denepanun uin BBo3uMoro B Poccuiickyro denepanuto
UMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOIO IIpenapara

Ne P006-00110-77/05129412 ot 25.05.2026

Bbigano AxiuoHepHoMy —o6mectBy "Hay4yHO-NpOoW3BOACTBEHHOE OOBEAUHEHHE IO
MCIUIMHCKUM HUMMYHOOHOJIOTHYeCKUM rpenapataMm  "Mukporen”, Poceus, 115088,
r. Mockaga, yi. 1-s JlyOposckast, 1. 15, ctp. 2, UHH: 7722422237
(HauMeHOBaHUE FOPUIUUECKOrO JHLA, topuaudeckuii anpec, MTHH)

@enepanibHas cayx6a mo Haa30py B cdepe 31paBooXpaHeHUs] HA OCHOBAHUH 3aKJIIOYEHHUSI
UCIIBITATEBHOrO0  [[EHTPa OKCIEPTHU3bl KAuyecTBa MEIUIIMHCKUX HMMYHOOHOJOTHYECKUX
npemnaparop dejepabHOrO rOCyJapCTBEHHOr0 OFOKETHOro yupexaeHus "HayuHblid HeHTp
SKCIIEPTU3LI CPEACTB MEAUIMHCKOT0 puMeHeHus" MuHuCTEpCTBA 3ipaBooxpaneHus Poccuiickoit
Denepanuu

(HauMeHoBaHUE (peIepaIbHOTO rOCy1apCTBEHHOIO OI0KETHOIO YUPEXACHUA)
or 21.05.2026 Ne 518/HIIDCMII pa3spemaer BBOJ B FPaKIAHCKUIA 000pOT
(nata) (HOMEp)
B Poccuiickoii ®deaepanun HMMYHOOHOJIOTHYECKOrO0 JIEKAPCTBEHHOI0 Mpenapara
BakirHa napoTUTHAS KyJIbTYpajbHasl >KUBast
(TOproBoe HaMMEHOBAHKE)
BakiuHa st npo(UIaKTUKK TapOTHUTA
(MeXIyHapOHOE HeMATeHTOBAHHOE HAMMEHOBaHHUE (TPYIITUPOBOYHOE UM XUMUYECKOE)
NMHOo(UIM3AT JUIs IPUTOTOBJICHUSI PACTBOpPA JUISI HOJKOMXKHOro BBejeHus (1 no3a) -
amryJbl (10 1IT.) - MAYKU KapTOHHBIE /B KOMILJIEKTE C pACTBOPUTENIEM:

BOJIa JUII MHbEKIUH (aMmiyiibl) -10 1mt./ - juist 1e4eOHO-IPO(UIIAKTUYECKUX YUPEKICHHH
(opma BeImycKa (C yKa3zaHHEM JIEKapCTBEHHOM (OPMBbI, JO3UPOBKH, (PaCOBKH) U KOJIMYECTBO B YAKOBKE)
00beM cepuM Win

cepuun  M200926 (cepust pactBoputest - 1020226) 2799 ’
napTuu
(Homep cepui) (KonHUecTBO
HONEP EEP YMAKOBOK)

rogen g0 03.2028 ,
(CpoK roJHOCTH)
NPOM3BOACTBA AKIMOHEPHOTO O00LIeCTBa "Hay4HO-IpOU3BOACTBEHHOE OOBEIMHEHUE II0
MEJIMIMHCKMM HUMMYHOOHMONorudeckuMm mnpemnapatam "Mukporen”" (AO "HITO "Mukporen"),
Poccusi, 115088, r. Mocksa, yi. 1-a Jlybposckas, na. 15, ctp. 2 (mpousBoautesb (roTOBOU
JI®), mepBuYHAs yHaKOBKAa, BTOPUYHAS YIAKOBKA), CTp. 1 (BBIIYCKAIOUA KOHTPOJIb KAUeCTBA).
(HaMMeHOBaHUE U aJipec MPOU3BOAUTENS (C YKa3aHUEM CTaJMil POU3BOJCTBA)

Perucrpauuonnoe ynocropepenue Ne JIIT-No(001173)-(PI'-RU) o1 31.08.2022.

Jep:xkaTeib perucTPalMOHHOIO YyAocTOBepeHUsi AKuuoHepHoe oOmectso "HayyHo-
GifgfepyuecKuM NpenapaTam
. 1-a JlyOGpoBckasi,

O

a. 15, crp. 2.

3aMecTuTelb PYKOBOIOUTEIIA :
POCS,Z[paBHaJISOpa Cepruduxar 42D1B24AD82BBD113BD1263FE2CCBC89
Buagenen Iapxomenxo dyurpuii Beepoaogosuy

JHetnersurenen ¢ 07.04.2025 o 01.07.2026
\ J

J.B. [Tapxomenko




AKUHOHEpPHOE 00LLECTBO
«Hay4Ho-npoussoncTeHHoe OOBEAMHEHHE N0 MEAHLIMHCKHM UMMYHOOHOJIOTMUECKUM NpenapaTam
«Muxporen»
AJlpec MecTa OCYIIECTBACHUS THUEHIUPYEMOrO BIA JEATENbHOCTH:
Poccus, 115088, r. Mockea, yn. 1-1 ybposckad, A.15, cTp.2
info@microgen.ru. (495)710-37-87

INACHOPT
Ne 0131 ot 07.05.26

BaKllllHa NApoTHTHAS KVJLTYPAJIbLHAS MHBAA
BaKuuHa JUIS npoxblmarmucu maporura JIHOd)HJlHSaT AL APHTrOTOBJACHHS pacTBOpa AJd NOAKOYKHOIO
BBEACHHS
JIIT-Ne(001173)-(PT-RU)

HJI JITT-Ne (001173)-(PT-RU)-110624

PerucTpauuoHHOE YIOCTOBEPEHHE

HopmatHBHas NOKyMeHTal KA

Homep cepum BaKUMHEL
Homep cepui BOJAB! AN HHBEKLHI
CocTaB KOMIIEKTa:

M200926
T020226
Onna npusrBoyHas no3a npenapata (0,5 MJT) conepcurt:

HeiicTryionine BewmectTsa:

- BUpyc naporuta — He MeHee 20 000 (4,3 1g) TkaHeBbIX UMTOMNATOreHHBIX
no3 (T so)

BenomoraTrenbHble BeWECTRAS

-BOJtHEMA pactBop JIC-18 - 0,08 Mn;

-kenatuHa pactsop 0% - 0,02 ma;

-reHTaMHUUHHA cyne(aT — He Sonee 20 MKr.

PacteopuTens: BOLA M1 HHBEKUMIL

Kosuuectso B cepuu, e/, H3MEPeHHs 2799 YNaKOBOK
Iata npouseonctea/ 1aTa BeIMycKa 04 26
Jara okOHYaHHA CPOKA FONHOCTH 0328

Pe3ynbTatel HCMBITAHHIT

KonTpoampyemue TpeGoBaHusa creuHGHKALHH MeToabl KOHTPOS PesyabTaThl HenbITaRMUIl
noKasaTesnt
Juodunu3ar — oAHOPOJHAS Jnodunusar - onHopoaHas
ropycTas Macca or BusyansHbiit fopUcTan Macca, XKeaToBaTo-
XEeJTOBaTOro 0 po30BaTOro PO30BOTO L{BETA, THIPOCKOMUYHA.
— LiBETa, TMIPOCKOMHUYHA. CoOoTBETCTBYET
BoccraHoBNeHHEIH npenapar — BoccTaHOBIEHHBIf Npenapar -
npo3pavyHas XXHAKOCTE rnpo3payHas J;KUAKOCTb PO30BOTO
PO30BOTO LBETA uBeTa
CooTBeTCTBYET
Peaxkuus
T — HomxeH colepaars BUPYC - ConepxHuT BUPYC MapoTHTa
p 1

MmapoTHTa

KyJIpTYpe Kknetok Vero

CoOTBETCTBYET

Bpems pacteopeHus

JlomxeH pacTBOPATLCS B
TeueHre 3 MUH fpyu BHECEHHUHU B
amnysy 0,5 ma Boapr s
UHBEKUMH Ha o3y

BusyanbHblil

PacrBopsercs B TeueHUe MeHee 3
MHH MPH BHECEHUH B amiyJry 0,5 mn
Bonapt ans unbekuuit Ha nosy

MexaHuueckue

B 2 amnynax u3 80

- JIONYCKAeTCs Hall4ue COOTBETCTBYET
BKJTIOUEH UA -
MEXAaHHUECKHX BKIIIOUEHHIT i
[Toret @lom’é‘t’pm@é’é’nm
pH Ot17,3 00 7,9 =Ko [}cﬁo,,,pd /(lﬁlcl ; 7,6
ODEAR. 1cfotid’s /4
[Toreps B Macce npu | He 6onee 2,0 % rpaemﬁuq\ecﬁﬂ&/ 0,7 %

‘,KPA * ©
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BbICYLIHBAHHH

[0 PO,
09C.1.2.1.0010.15

He nomxen copepxars

Merton npsMoro rnocesa
uny MeMOpaHHOH

He copeprut dakrepuit u rpubos

CrepunsHOCTh 9 uIBTpaLHH,
Gaxrtepnii v rpudos CoOTBETCTBYET
['d Pd,
0PC.1.2.4.0003.15
Buonoruyeckui,
AHoMasnbHas HeTtokcuuen
TOKCHYHOCTD JomxeHn ObITh HETOKCHYHBIM I'd PO, e -
O®DC.1.2.4.0004.15 y
[IpuBHBOUYHAS 1032 BaKLUHEI KynsTypanbHeli
0,5 MJt) JODKHA COAEpPIKaTh He OnpepeneHue no
( ) Aep (Onpes Bupyc maporuta — 109600 (5,04 Ig
Crneuuduueckas menee 20 000 TkaHEBBIX UMTONATOrEHHOMY TLUL50/0,5 mn)
AKTHBHOCTH uutonarorenHslx 103 (TI{so) HOEHCTBUIO BUpYyCa Ha >
CoO0TBETCTBYET
Bupyca naporura(ue menee 4,3 KneTkH Vero)
lg T ds50/0,5 mn)
Berunit 2 UmmynodepMeHTHBI’

i He Gostee 50 Hr B ogHO#H yHogep 2,3 °r
GHIBRPOTERRAT [IPUBUBOYHOMN J03€ BAKUHHEI re po, CoOTBETCTBYET
ansbyMuH P OdC.1.7.2.0033.15 Y

HomxkeH ObITh
TEPMOCTAOHIIbHBIM.
Hornyckaercs CHYWKEHHE KynetypanbHslii
~ CpelHel reoMeTpuYecKon TepmocTtabunen
TepmocTaGHIBHOCTD
BENUYHMHE] THTpPA BUPYCa B CoOTBETCTBYET
o6pa3tax BakUMHbI nocne
nporpesaHus He Hojee, uem Ha
OJIMH lg
KauecTBeHHBIi resns-
bakTepuanbHele Tpom6 tect, I'd PO,

3HIOOTOKCHHBI

Menee 20 EB/Mn

0DC.1.2.4.0006.15,

menee 5,0 ED/mn

meroa A
[TocTopontue Meton ouddysun B
NpHUMECH: He 6onee 20 Mxr B ofiHOM arap,
o P PD 15,1 Mxr
reHTaMHUHHA NPHUBHUBOYHOM A03€ BAKLHHEI ’
0d0C.1.2.4.0010.18
cynsdar

PacrBopHTEAD, BHIN

ycxcaemuﬁ B KOMIUJIEKTE C penaparomM: BoJa JJIst HHbEKIHH

BecupeTHas npo3payHas

BecugerHas npo3pavHasn XHUAKOCTH

Onucanne OpraHonenTHuecKuit 6e3 3anaxa

WHUAKOCTH Oe3 3amaxa

COOTBETCTBYET
[NoTeHUHOMETPHUUSCKHUI
ot 5,0 10 7,0 ? 6.0
pH R I'd PO, ;
COOTBETCTBYET
0®C.1.2.1.0004.15

ITpy nosABAEHUH XKEITOrO

OKpaluBaHHA OHO JOMKHO

HW3MEHUTBCS Ha KPacHoe WK

po3oBoe oT npudaBsiIeHuA He KucnoTHOCTS

KucnotHocts UK
LIENOUHOCTh

6onee 0,1 M 0,01 M pacTBOpa
HaTpPUs THAPOKCUAA; MPH
NOSBACHHH KPACHOTO HITH
pO30BOro OKpalKUBaHHI OHO
HOJDKHO H3MEHUTECS Ha IKENTOe
ot npubasnenus He 6onee 0,15
mn 0,01 M pactBopa
XJ'[OpHCTOBOJIOpOZlHOﬁ KHCHIOTBL

KauecTBeHHas peakuus
¢ deHonosoro
KPacHOr0 pacTBOPOM,
'd PD, ¢C.2.2.0019.18

Oxpacka M3MEHHUIIACh OT
npubasnenns 0,1 mn 0,01 M
pactBopa HaTpHs CHAPOKCHIA

CootBercTByeT

DAEKTPONPOBOAHOCTE

He Gonee 25 mxCMm/cM 115
aMILyJT ¢ HOMHHAIEBHBIM
oOopéMoM 1 M, 2 MIT K

5 mu; He Gonee 5 MkCM/cM ans

Oy TBUIOK HIIH (DIAaKOHOB C

KonayktomeTprude
Esponekickas
®dapmaxones 8.0

Crp.2u3 6




HOMMHAJIBHBIM 00BEMOM 25 M
u 50 Mn

Mexanuieckue
BKNIOUEHHUS

Jlo/mKeH BBIACPIKHBATD
TpeBGoBaHus

BuzyanbsHbli,
[D PO,

Boinepskusaet tpedoBaHus

C
Buaumble yacTHUb! 0O®dC.1.4.2.0005.18 OOTBETCTBYET
HepriuMmble yacTuuel | B onroit amnyne, OyTblike UK
dnakoHe cpeaHee UHCI0
YacTHLL
CuetHo-
pasmepom 10 mMxm u Sonee He .
doTomeTpruecKuii,
0JnKHO npesbiwate 6000, b P
a cpentee YUCIO0 YacTH ’ CooTBeTCTBYET
bea " O®C.1.4.2.0006.15 Y
pa3Mepom
25 MKkM 4 Dofiee He 0JIKHO
npessiats 600
Cyxoii ocTaTox He 6onee 0,001 % ['paBuMETpUUECKHiA, 0,0004 %
I'd Pd, $C.2.2.0019.18 CoOTBETCTBYET

Boccranapnuparoutue
BemecTna

JI0JKHO COXPAHHTECS PO30BOE
OKpaluBaHue

Peaxuus ¢ pacTBopom
Kastus

nepMaxraHata U CepHOMH
KMCJIOTOH

pa3BeJeHHOM,

I'd pd, #C.2.2.0019.18

PozoBoe okpaluBaHue coXpaHseTcs
CooTBeTCTBYET

anepoua JHOKCHI

He nomxHO 6bITE NOMYTHEHHUS
B
TeyeHue 1 4

Peakuus ¢ kansuua
rHApoKcHaa

pacTBOpoM
(u3secTkoBOH BOLOI),
o PO, dC.2.2.0019.18

B Teuenue 1 4 noMyTHEHME He
HabnonaeTca
CootBeTcTBYET

HuTpaTsl 1 HUTPUTHL

He Gonee 0,00002 % (0,2 ppm)

Peaxums ¢
aueHHITaMHHa
PacteBopom

[d Pd, ®C.2.2.0019.18

menee 0.00002 %
CoOTBETCTBYET

i p

Ammorni He Gonee 0,00002 % (0,2 ppm) | o © PEAKTHBOM menee 0.00002 %
Heccrepa, c
rd Pd, $C.2.2.0019.18 QOTBETCTEYET

X P 6|

ROPHBE He 1050 Goits eaxis ¢ cepedpa
HHTpaTa Onanecuenunst He Habmonaercs
onanecueHnu

pacTBOpPOM, CooTBeTCTRYET
'® P, dC.2.2.0019.18

Cynbatsl Peaxuus ¢ 6apus

He pomxHo O6ITE NOMYTHEHHS
B TeUeHHe He MeHee 1 4

Xnopua

B Teuenue 1 4 nomMyTHEHHE
e nabniofaercs
CooTBeTCTBYET

Kaneuuii 1 Mariui

Jlomxno HabnoaaTECA YHCTO
cuHee okpallyBaHKe pacTeopa
(6e3 ¢pHONETOBOrO OTTEHKA)

Na¢ io
nop;,
*Cop 0/

Habmonaerca 4YUCTO CHHEE
oxpalrBasie pacteopa (6e3
(h1ONCTOBOrO OTTEHKA)
CoOTBETCTBYET

UFY ~|}

Tsaxensle METANIbL

He n0mKHO GBITE
OKpalHBaHHUA.

0gje.
, D 4001918

OKpaHIHBaHHe H onanecueHuusa HE

JonyctrmMa cnabas HabmonaeTcs
Y o Po, . s
onanecueHuus ot 0OTBETCTBYET
. ®C.2.2.0019.18, Y
BBIIESIUBLUEHCS CEePBI.
meTon 1
Hzsnekaemblii 066eM | Jlomken OBITH HE MEHee CP P
HOMUHANBHOTO, €CIU YTTAaKOBKH ’ CoOTBETCTBYET

HCCAEAYIOTCA HHANBHUAYANBHO.

0O®dC.1.4.2.0003.15

Ctp.3u36




}lﬂﬂ YMaKoBOK C HOMUHANBHBIM
06BeMOM 2 MJT M MEHeE
H3MepeHHbIH 00beM HoMmKeH
OBITb HE MEHEE CYyMMbI
HOMHHANBHBIX 00BEMOB
WCCAEIOBAHHBIX YTIaKOBOK.

BbaxTepuanbHble

[penensHoe cogepxanue

KayecTBEeHHBIH refib-

IHOOTOKCHHEI :a:;:r;::s;:::zggf:erggslloa xpom6 Tect, [ PO, weree 0.25 E/n
OdC.1.2.4.0006.15, CooTeeTcTBYET
E3/mn
MeTon A
CTepHIIBHOCTh MeToz mpsaMOro nocesa
HIH METOJ
HomxkeH ObITh CTEPHIILHBIM mMeMOpaHHoO#H CrepunibHo
dunpTpauny, CooTBeTcTByET
T'd PO,
O®dC.1.2.4.0003.15
1) [epBHUHAA ynmaKoBKa - [lepeuuHan ynakoBka
BakuuHa BakuyHa ro 1 fo3e B ammyne
BakuyHy BBIIIYCKAIOT MO 1 unu BMECTHMOCTBIO 2 MJI U3 CTeKkna |-ro
2 03Bl B aMIlyne CUAPONUTHYECKOrO KJIACCA.
BMECTHMOGTBEO 2 MJI M3 CTEKNa TekcT HaHEeCEH HEMOCPEACTBEHHO
1-ro ruAPOIUTUHECKOTO Ha aMIIyJly METOA0M
Kmacca. KaryiecTpyHHo i neyatu
Ha xaxxnyro amnyny
HAKJIEMBAIOT 3TUKETKY Pacteopurens (Bona ans
CaMOKJIeS LY OCH HITH TEKCT PlHBCI(uHFl)
HaHOCAT HeNOCPEACTBEHHO Ha Mo | M B amMmynax.
amry Iy Mef OA?M Ha xaxcayto aMmmnyity HakneeHa
KarnecTpyHo#H neyaTH.
1) TlepBHUHan ynaKoBKa - ITHKETKA CaMOKIesallancs
PactBopurens (Bona nas
MHBEKLIUIT) CoOTBETCTBYET
ITo 1 ma B amnye.
Ha xaxnayro amnyny
HAKJICHBAIOT STUKETKY
CaMOKJIESIILYIOCS HITH TEKCT
HAaHOCAT HETIOCPEACTBEHHO Ha
Ynakoska BuzyaneHbli

amInysy MeToioM
KaniecTpyHHOH nevyaTH.

Bropuunast yrakoBka

[Tpu BEIMYCKE BaKUHHBL B
KOMIJIEKTE C PACTBOPUTEIIEM:
B nauke u3 kaptoHa 10 amnyn
¢ BakuuHoit no 1 noze (unu 2
JI03B1) B aMIlyne, MOMEMEHHBIX
B KOHTYPHYIO SUeHKOBYIO
ynakoeky, 10 amnync
pactBoputenem (Bona mwis
HHBEKUH) mo 1 M1 B ammyne,
MOMEIUEHHBIX B KOHTYPHYIO
AYEHKOBYHO YIAKOBKY BMECTE C
UHCTPYKLIHEH 110
MeJMUHMHCKOMY NPUMEHEHUIO
(TMCTKOM~BK/aIBIILEM ), HOMKOM
aMIyNBHBIM WU
cKapH(pUKATOPOM aMITyJbHBIM.
ﬂOl’[OJ’IHHTeHBHO B MMaA4YKy
MOMELLAOT BKNAMBIU C
JIMYHBIM HOMEPOM YKJIQUHMKA,

B nayke n3 kaprona 10 ammys c
BaKUMHOM 1o 1 f03e B aMnyne,
NOMEIIEHHbIX B KOHTYPHYIO
A4YeHKOBYIO ynakoBky, 10 ammnyn ¢
pacteopuTteneM (Bona mns
HHBEKUHMI) o 1 MJ B ammyiie,
MOMELUEHHBIX B KOHTYPHYIO
AYEUKOBYIO YIIAKOBKY BMECTE C
zmcrpyxcunen Mo MEIMUKHCKOMY

Crp.4u36



[Tpu yrakoske amnyn,
UMEIOLHX KONBLO H3NTOMa HITH
TOUKY A BCKPBITHSA, HOX
aMiyJibHBLE uan ckapudHKaTop
amnynbm,lﬁ HE BKNaAbLIBAlOT.

MapkupoBska

[TepeityHas ynakoBKa.

Ha amnyne c BakUHHOH
YKa3bIBAOT!

CokpallleHHOe TOproBoe
HaHMeHOBaHHe npenapara
(«BAKITMHA
[TAPOTHUTHA AI»),
konuyectBo 103 («1 A.», «2
J.»), nyts BeepeHus («I1/K»),
HoMep cepuH (ByKBeHHO-
uudposoe obo3HaueHHE), AATY
MCTeUeHHs CpOKa FOJHOCTH
Ha s3tHkeTke aMnynel ¢
BAKLIMHOH yKA3bIBAIOT:
CoKkpalieHHOoe TOprosoe
HaKMEHOBAHHKE Nperapara
(BakuiHa napoTHTHAas),
KONMYECTBO 103, NyTh
sBeJieHus (MOAKOXKHO), HOMEP
cepun (byksenHo-uudpoBoe
o603HaueHue), IaTy UCTEUEHHA
CpOKa roJIHOCTH.

Ha amriyne unu asTUKeTKe

aMITyJIbl C PaCTBOPHTENEM
YKa3bIBAtOT TOProBOe
HaMMEHOBaHHe PacTBOPUTESSL
KOJIMYECTBO PACTBOPUTENA B
amnyie (06BeM B
MHJULJIHTPAX), HOMEp cepHi
(6yxsenHo-uudposoe
oB03HaueHue), KaTy HCTEHEHHS
cpoka FOIHOCTH.

Ha nauke ¢ KOMMNEKTOM
yKa3blBAIOT:

a) TOpProBoe HaMMEeHOBaHHe
npenapara (Bakuuna
NapoTHTHAS KYJbTYpaJlbHAs
»(UBasT), TOPrOBOE
HaMMEHOBaHHE PaCTBOPHTENS
(Boma AT MHBEKLMA);

6) rpynnupoBoYHOE
HAaKMEHOBAaHHE Npenapara
(BakuuHa aias TpoQiHiakTHKK
MnapoTHTa);

B) COKPALLEHHOE
HauMEHOBAHHE JepKaTesIs
perucTpaurMoHHOro

Y IOCTOBEPEHHA/TIPOH3BOUTENS
JiekapCcTBEHHOTO fpernapara
(AO «HITO «Mukporen») 1

BusyanbHbli

Ha ammyne ¢ BAKLWMHOM yKa3aHo:
CokpalleHHOe TOProBoe
HAMMEHOBAHHE nipenapara
(«BAKLIMHA ITAPOTHUTHA AI»),
KonuuecTBo o3 («1 J»), nyTsb
seeneHus («IT/K»), Homep cepun
(BykBeHHO-LM(poBOE
obo3HaueHUe), aTa HCTEUCHH
CpOKa roHHOCTH

Ha arukerie amnynst ¢
pacTBOPUTENEM YKa3aHO TOProBoe
HAUMEHOBAHHE PAacTBOPUTENS
KOJIHYECTBO PacTBOPHTENIS B
amnyse (066eM B MUIUTHIHTPAX),
Homep cepuu (BykeeHHO-LUDPOBOE
0603Ha4YeHNe), faTa HeTeweHs
CpOKa rOIHOCTH

CoOoTBETCTRYET

Ha nauke ¢ KOMIMASKTOM YKa3aHO:
a) TOProBoe HauMEHOBaHHE
npenapata (BakuuHa napoTHTHas
KyNbTypaibHas )1Bas), TOPrOBOE
HaHMeHOBaHue pacTBOpHTENs (BoAa
U1 UHBEKLU);

0) rpynnuMpoBOYHOE HAUMEHOBAHHE
npenapata (Bakugxa gns
npo)MNaKTHKH NapOTUTA);

B) COKpALLEHHOE HAMMEHOBAHHE

nepartens perucTpauHoHHOro
YHOCTOBEPEHUA/MPOH3BOAMTENR
nexapcteensoro npenapata (AO
«HITO «Mukporeu») 1 ero
TOBApPHEIH 3HAK;

r) appec u teneoH neprarens
PerucTPaLMOHHOr0

€r0 TOBapHBIi 3HAK; penapara);
r) aapec 1 TenedoH Aepxarens M a&w&gﬁé}mxﬁgﬂ, opma
PEruCTPalHOHHORO naﬂ#’%fl(ﬁngy 3at 1
YII0CTOBEPEHHA/IPOH3BOANTENA %ﬁfﬁ\ hopa ans
NeKapCcTBEHHOTO Mpenapara); nogfiﬁﬁﬁimg&gﬁ@ 1s1);

J1) NIeKapCTBEHHYI0 GopMy \| ejmpdhiponka nidihoro

T torr
O’l]pa” , (5]
* v 4
., 17 8 = 0'\1 o
2 O

(D)
R CKBA *
e z000E 2




rpenapara (1 nodunusar s JexapcTBeHHoro npenapatd HE
IPUrOTOBJIEHMA PacTBOPA s YyCTaHOBJIEHA,;
[10JKOXKHOrO BBEAEHHA); ) KOJTMYECTBO NEKapCTBEHHOTO
€) 103HpOBKa WISl JAHHOTO npenapaTa B yNaKoBKe, KOJTMYECTBO
JIEKapCTBEHHOrO Npenapara He 103 B ammyse (10 amnys BaKUMHBL
yCTaHOBJEHA; no | no3e), KOIMYECTBO
) KOJHUUYECTBO pacteopuTens B ynakoske (10
fleKkapCTBEHHOTO Mpenapara B amnyn pactsopurtess (Boja Ans
yNaKoBKe, KONHYECTBO 03 B uHBEKUMEA) 1o 1 M);
amnyJe (10 ammyn BaKLHUHEL [10 3) HHGOPMALHA O COCTABE
1 no3e/10 ammyn BakUMHBI 10 2 neKapcTBEHHOro fpernapara
1103bl), KOJIMYECTBO (Cocrap) 1 coctaBe pacTBOpMTENS
pacrtBopures B yriakoske (10 (Cocras pacTBopHTENS);
amIyJ pactBopuTens (Boa 1 1) HOMEp CepHU npenapaTa U HOMEp
UHBEKUHA) o 1 mi); cepuu pacTBoputess (OyKkBeHHO-
3) uHOpMALHIO O COCTABE uugporoe obozHayeHue);
neKapcTBEHHOro npernapara K) narta Mpou3BOACTBA Npenapara);
(CocraB) u cocrase n) naTta WCTEYEHHUs CpoKa rOJHOCTH
pacteopurens (Cocrtas komruiexta (KommnaekT roaeH
pacTBOPUTENS); no...);
W) HOMep CepHu npenapaTa u M) yCOBHS XpaHeHus (XpaHuThb
HOMEp CEepUH PACTBOPHUTESSA npu temrneparype ot 2 go 8°C. He
(6ykeeHHO-LMbpOBOE 3aMOpaXKUBATE.);
obo3HaueHue); H) MyTh BBEAEHHA (Ha BTOPUYHOM
K) [aty MpoM3BOACTBA YIaKOBKe He yKa3aH, Tak Kak OH
rnperiaparay; BKJIIOYEH B Ha3BaHHe
J) 1aTy UCTEUEHHS CpoKa nekapcTBEHHON GopMmbl);
rOZHOCTH KOMIIIEKTa 0) YCNOBHSA OTIYCKa;
(KommiekT roneH 1o...); 1) npeaynpeanTeNbHbIE HAMUTHCH:
M) YCHOBHS XpaHEeHHs «CrepunbHO», « XpaHHUTDb B
(XpauuTek npu TEMIOEpPATYPE OT HEJOCTYTHOM AJ1s1 JeTell Mectey;
2 no 8°C. He 3amopaxuBaTs.); p) WTPUX-KOA;
H) Ny Tb BBeJCHUA (Ha ¢) criocob npumenedns («Criocod
BTOPHYHOM YTTAaKOBKE HE NPUMEHEHHA: CM. HHCTPYKLHIO M0
yKa3aH, TaK KaK OH BKITHOYEH B MEIUIMHCKOMY TMPUMEHEHUIO
Ha3BaHHe NeKapCTBEHHOII (IUCTOK-BKIAILILL) ),
¢dopmst);
0) YCJIOBHS OTITYCKA, COOTBETCTBYET
1) npenyrnpesuTeNbHbIe
Haanucu: «CTepUIbHOY,
«XpaHUTh B HEAOCTYITHOM I
neTel mecTey;
p) WTPHX-KOJ,
¢) crnocod MpUMEeHEHUs
(«Criocob npuMeHeHus: CM.
HHCTPYKUHIO 10
MEIHUMHCKOMY MPUMEHEHHIO
(MMCTOK-BKJIAABILL))»;
T) CPEACTBO HACHTH(UKALMH

Tpancnioptupopanue | [Ipn Temnepatype ot 2 g0 8 °C. He 3amopaxxuBath

XpaneHune [Tpu remreparype ot 2 g0 8 °C. He 3amopaxusats
2 roga Hata npoussogctsa 15.04.2026
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