PA3PEIIEHUE

Ha BBOJ| B rpaxkIaHCKuit 000poT B Poccuiickoii deneparuu cepur Win napTun
npou3BeieHHoTo B Poccuiickoii ®enepanuu unm BBo3uMoro B Poccuiickyro ®enepaiyio
MMMYHOOHOJIOTY€CKOr0 JIEKAPCTBEHHOI'O MTpenapara
Ne P006-00110-77/05251510 ot 08.06.2026

Boimano AxmmonepHoMy o6mectBy "HaydHo-Ipom3BOACTBEHHOE OOBEIMHEHHE MO MeIUIHHCKAM
MMMyHOOHOJIOrnecKknuM npenapataM "Muxporen", Pocens, 115088, r. Mocksa, yi1. 1-51 Hy6poBckas,
a. 15, crp. 2, UHH: 7722422237.
(HaMMeHOBaHMe KOPUIMYECKOTO JIHIa, Iopuaudeckuii anpec, UTHH)
DenepanbHast ¢ry:x0a 1Mo HAA30pY B cdepe 3APaBOOXPAHEHHS] HA OCHOBAHUH 3aKJII0YEHHS
MCTIBITATEILHOTO LEHTPa SKCIEPTH3BI KaueCTBA MEIMIUHCKIX HMMYHOOUOJIOTUYECKUX MPEHapaToB
DeiepaIbHOrO roCy1apCTBEHHOTO OI0/DKETHOTO yupexaenus "Hayunbiit menTp 9KCIIEPTU3HI CPEJICTB
MEIMIMHCKOr0 MpuMeHeHus" MUHUCTEPCTBa 3apaBooxpanenus Poccuiickoit ®enepamun
(HanMeHOBaHue (eepaNbHOTO TOCy JapCTBEHHOTO GI0KETHOTO yUPekICeHHS)
or 04.06.2026 Ne S592/HIIDCMII paspemaer BBOA B rpaxIaHCKHii 06opoT
(mara) (HOMED)

B Poccuiickoii ®enepannn IMMYHOOHOIOrHY€CKOr'0 JIEKAPCTBEHHOTO MpenapaTa
BAKTPUBUP KomGunupoBaHHas BaKIIWHA IIPOTUB KOPH, KPACHYXH H MAPOTUTA
KyJIbTypaJbHas )KUBas
(ToproBoe HaMMeHOBAaHUE)

Baknuna 11 npoduIaKTHKH KOPH, KPaCHYXH U IIapOTHUTA
(MexIyHapOIHOE HEMATeHTOBAHHOE HAMMEHOBaHH e (IpyNMIPOBOYHOE MM XHMHUYECKOe)
JMOGUIN3AT IS IPUTOTOBIEHHS PacTBOPA UL OAKOXKHOTO BBeeHus 0.5 MII (1 mo3a) -
amityibl (10 mT.) - mayky KapTOHHBIE /B KOMILIEKTE C PACTBOPHTENEM:
BOJIA JUIst MHBEKIUH - 10 1mT./ - 115 1eueOHO-poUIaK THIECKIX YUPEK ICHHI
(dopma BrITyCKa (C yKa3aHHEM JIeKapCTBEHHON (POPMBI, 103UPOBKH, GACOBKH) H KOJIMUYECTBO B YIIaKOBKE)
o0beM cepun

cepuan M506526 (cepus pactBopurens - T080326) 2843 ,
HJIK MIAPTHH
(HOMep cepim) (xonmyecTBO
YIIaKOBOK)
roxes no 04.2028 ,
(cpok romHOCTH)
NPOU3BOACTBA AKIIMOHEPHOTO OOIIEeCTBa "Hay4HO-TPOM3BOJICTBEHHOE OOBEIUHEHNE TIO

MEIMIMHCKIM ~ MMMYHOOHOIOrHYecKuM  npenapataM  "Mukporen" (AO  "HITO "Mukporen"),
Poccust, 115088, r. Mocksa, ym. 1-1 JlybpoBckas, a. 15, crp. 2 (Ipom3BOuTeNs (TOTOBOIA
JI®), mepBuYHas ymakoBKa, BTOPHYHAsS YIIAKOBKA), CTp. 1 (BBIMYCKAIOMIMIA KOHTPOJIb KAYECTBA).

(HaMMeHOBaHWe U a/Ipec IPOU3BOAUTENS (C yKa3aHHEM CTajluii MPOM3BO/ICTBA)
Perucrpanuonnoe ynocrosepenne Ne JITT-Ne(001494)-(PT-RU) ot 02.12.2022.
JepiaTeslb  PErHCTPAMOHHOIO  YIOCTOBEPeHMs AKuMOHepHoe ob6mecTBo "Hayumro-
IPOM3BOJCTBEHHOC ~ OOBEIWHEHHME IO MEJIMIMHCKIM HMMYHOOMOJIOTHYECKMM  MperapartaMm
"Mukporer" (AO "HIIO "Muxporen"), Poccust, 115088, r. Mocksa, yi1. 1-1 JlybpoBckas, x. 15,

cTp. 2.

(HaMeHOBaHMe, aapec)

JIOKYMEHT ITIOAITMCAH

3aMecCTHTEIh PYKOBOIUTEIIA SIIEKTPOHHOM TTOITUCHIO

Poc3npaBranzopa

";r[_.“ A
J.B, TlapxOomenko
Ceprudukar 42D1B24AD82BBD113BD1263FE2CCBC89 Com / /S

Bnanenen ITapxomenxo Imutpuii BeeBoogosuy
Jeticrutenen ¢ 07.04.2025 no 01.07.2026




AxuronepHoe 0611ecTBO

«HayqHo-npomaom;'rseﬂuoe obBeaHEeHHE N0 MEJUIMHCKHUM MMMyHOGHOJ‘IOFH‘{eCKMM npenapatam

«MHKporeH»

Anpec MecTa OCyLIECTBISHHS JULEH3NPYEMOr0 BHAA ACATEIbHOCTH:
Poccus, 115088, r. Mocksa, yn. 1-s ly6posckas, A.15, etp.2

info@microgen.ru. (495)710-37-87

IMACIIOPT
Ne 0149 or 21.05.26

BAKTPUBHP KomOunNpoBaHHHAS BAKIHHA NPOTHE KOPM, KPACHYXH H NAPOTHTA KYJIbLTYpaibHAas
*KHBas JROQHIN3AT I8 NPHETOTOBJICHHS PACTBOPA LISt NOAKOKHOO BBEJeHH

Perncrpaunontoe yaocToBepeHHe
HopmatnBHas nokymeHTauus

HoMep cepuu BakUMHBI
Homep cepuu BoaBI 115 MHBEKLMY
Cocrag:

KonnyecTBo B cepun, en. n3mepeHus

Jara npon3soncTea/ faTa BEITyCKa
,[[a'ra OKOHYaHMd CpoKa rogHOCTH

PesyneraThl ucnsiTaHui

JITI-Ne(001494)-(PT-RU)
HJT JITI-Ne (001494)-(PT-RU)-090625

M506526

T080326

Onna npuBnBOYHas n03a (0,5 M) conepxuT:

JeiicTByIomne BeutecTna:

- BHpYC KopH, wtaMM Jlenunrpan-16 (JI-16) (>xuBO#, aTTeHyUpOBaHHEIN) —
He MeHee 1000 (3,0 Ig) TkanerpIx nuTonaTorenHsix 2o3 (TLIS0);

- BUPYC KpacHyxH, wtamMm RA 27/3 (5xuBoii, aTTeHYUpOBaHHEIH) - HE MeHee
1000 (3,0 1g) TLLAS0,;

- BUpyc napotuta, llltamm Jlenunnpag-3 (JI-3) (kuBOMH, aTTeHYUPOBAHHEIL) -
He menee 20000 (4.3 1g) TLIASO.

BenonoraTeTbHBIE BELIECTRA:

- BojuelH pacteop JIC -18 - 0,12 Mn (Cnemndimxauns npouszsoautens);

- xenatuHa pacteop 10% - 0,03 mn (Crienmdyuxanus npon3soguTens)
PacTeopuTens: Boja AN HHbEKUUHN

2843 YNaKoBOK

04 26

04 28

Konrpoanupyemnie | TpeGoBaHus cienunpuraunn
moKazaresn MeToab! KOHTPOS Pesynbrathl
HenbITAHNI
Onucanne Jnodunusar - opHOpozHas | BH3yanbHEI. JInodmnuzar -
nopucras Macca oT | MeTtonuka npon3BoaMTENS onHoponHas TIOpHCTaA
AENTOBATOr0 1O pPO30BATOrO macca HKENTOBATO-
1BeTa, ’NrpoCKOoN1YHa. po30oBOro BeTa,
BoccTaHOBACHHBIH Npenapar - FPHTPOCKOMHHHA
npospavHas KHAKOCTE BoccTaHoBNEHHBIH
PO30BOTO LBETA. npenapar - Npo3pauHas
KHAKOCTH PO30BOTO
IMoanuHHOCTE JlomkeH conepxxaTe BHpycel | Peakuus HelTpanH3auuu
KOpPH, KPaCHYXH U napoTuTa WHMTOMATONeHHOTO AeficTBHA Ha
ket (Vero s BUPYCOB KOpH |
n naporuta, RK-13 ans Bupyca |
KPacCHYXH) KaxKI0ro H3
KOMTIOHEHTOB BaKLMHBI
cneurduueckoi MMMYHHOMR

Crp. 1u37




KopeBo#/
NapoTUTHOM

KpacHyLIHOH/
CHIBOPOTKOHA.

Metoauka MPOHU3BOOUTENA

Bpems pactBopeHus

Homien  pacTBOpATECA B
Te4EeHHE 3 MMH NpU BHECEHUH
B ammyny 0,5 Mn Bogml ang
HHBEKUNI Ha nO3y

BusyanbHeii

PacTBopseTca B TeueHue
MeHee 3 MHH mpu
BHeceHMH B amnyiy 0,5
MJ BOABl ANA WMHBEKUHA
Ha 103y

Mexanuuyeckue B 2 amnynax w3 80 | BusyanbHulii, CooTeTcTBYET
BKITHOYEHUs! ZoMycKaeTcs Hanuyue | MeToauka npoM3BoAUTENS
MEXAHWYECKMX BKIIIOUEHHIA,
pH pactropa 01731079 IToTenumoMeTpuyecKuii, 7,6
GEADC2.1.2.3.
IToteps B Macce npu He 6onee 2,0 % I'paBuMeTpuieckuii, 0,8 %
BRICYLIHMBAHHH Meroauka npousBoguTEns
CrepuibHOCTE He  nmomxen cogepxxats | Meton mpamoro noceea unu | He comepxut Gaktepuii u
GaxTepuii 1 rpubos mMemOpaHHol QUIbTpaLyy, rpuGoB
®EA3C2.1.6.1.
AHoManeHas Jlomxen GBITE HETOKCHUHEBIM Buonoruueckuii, Hetokcuuen
TOKCHYHOCTh D®EADC2.1.6.3.
Crneuuduueckasn IlpuBuBounaa noza (0,5 mn) | KynsrypansHeii TIpuBuBouHas pnosza (0,5
aKTHMBHOCTH nomkHa conepykaTe He menee | (Ompegenenve no | M) COAEPIKHT
1000 TKAHEBbIX | LMTONATOreHHOMY  AelcTemio | BMPYC Kopu - 6918
LUHUTONATONeHHBIX I03 | BUpyca Ha  YyBCTBUTEJbHLIE g’ ,84 1g TILI50/0,5 M;g 43
(TLAS0) eupyca xopu (He | kietku Vero (ans BHpyca KOpH H (375 )[l; ’I}‘(I?I?[:;(g,/)(()‘; ;' n)
meee 3,0 Ig TUZ50/0,5 mn), | mapotura) u knetku RK-13 (ans Bupyc  napotura  —
He Menee 1000 TIIASO | Bupyca KpacHyxH), 162200 (5,21 Ig
BHpyCa KpacHyXH (He MeHee | MeTonuka rpoU3BOAMTENS TLA50/0,5 ma)
3,0 1g TIO50/0,5 mn),
ne menee 20000 TLIAS0 (4,3
lg TLJO50/0,5 mn) Bupyca
napoTHTa
TepmocTabunbHOCTE Homxkex 6biTh | KyneTypansHeli, TepmocrabuneH
TePMOCTAOHIILHBIM. MeToauka MPpoU3BOAUTENS
Honyckaercs CHHIKEHHE
cpenHeii reoMeTpPHUECcKOo
BEJMYHHBl THTpa KaXIOOTO
Bupyca B 00pasuax BaKLHHBI
nocne nporpeeatus He 6onee
4eM Ha OJuH Ig
OcrarouHoe He Gonee 50 mr B opaHoil | MMMyHO(EepMeHTHSIH, 4 HT B OJHO
konuuecteo BCA NPHBUBOYHOH J03€ BaKUMHEI ®EA3C 2.1.6.10. NpUBKHBOYHOH Aose
BaKLUHEI
ITocToponHue He 6onee 20 mxr B onwoit | Meton nuddyzuu B arap, 11,9 wMxkr B  onwuoii
MIpUMECH:! NPHBHBOYHO 03¢ BaKIMHEI MeToaHKa MPOUIBOAMUTENS NPUBHBOYHOH Ao3e
BaKUHHEI

FeHTaMULHHA cynbdaT

PacTeopnrein, BbINYCKaeMblii B KOMIUIEKTE ¢ NPENapaToM: BoAa A1 HHbeKI il

Ounncanne BecuserHas npospaynas | OpraHonenTH4ECKHii,
*xujaxocTs 6e3 3anaxa MeTtonuka npousBonuTeNs
pH ot 5,0 1o 7,0 IMoTeHuHOMETPHUECKH A,
®EADC, 2.1.2.3.
Kucnorsocts unu Ilpy  moseneHun xentoro | KauectseHnas peakuys c
ILETOUHOCTh OKpAlIMBAHHA OHO JOMKHO | (heHOJOBOro KPacHOro
H3MEHMTHECSl Ha KpPacHOE WJH | pacTBOPOM,

po30BOE OT NpHOaBIeHHA He
Gonee 0,1 wMn 0,01 M

Mertoavka npou3BOaUTEdS
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pacTBopa HAaTpUA M’MAPOKCHAA;
NpH NOABASHHUH KPAacHOTO MIH
PO30BOr0 OKpalMBAHHA OHO
OOMKHO  HM3MEHMTbCA  Ha
Xentoe OT npubaBieHMs He
Gonee 0,15 m~mn 0,01 M
pacreopa
XJIOPHCTOBOAOPOAHOMH
KHCJIOTHI

3nemponp030nﬂ OCTh

He Gonee 25 MxCwnm/cM

Konnyxromerpuueckuit,
DEADC2.1.2.33.

11,0 MmxCwm/cM

MexaHHueckue
BKJIIOYEHHS
Buaymeie yacThUb!

Ofee KOMMMECTBO aMmIlyn,
HMEOLIUNX MEXaHuyeckue
BKJIFOUEHWA Cc Y4YETOM
NpPOBEJEHUS BTOPOH CTYNEHU

otbopa — MeHBLIE WM PABHO
23 wr.

Busyansunii,
MGTOH,H Ka rpou3BOOHTENSA

CooTBETCTBYET

HeBuauMele 4acTHLIbl

B oanoli amnyne cpennee
YHCJIO  YACTHLL  pa3sMepoM
10 Mxm 1 Oonee He AOMKHO
npesblliate 6000, a cpennee
YHUCJAO  YacTHLL  pa3MepoMm
25 MxMm H Oonee He NOMKHO
npessimats 600

CueTHo-()0OTOMETPUYECKHIT,
GEADC 2.1.9.10.

CooTBeTCTBYET

Cyxoii ocTaTox

He 6osee 0,001 %

I'paBuMeTpryecKni,
MeToauka npon3BoAHTENA

0,0008 %

Boccranasauparomue | JlomxHo coxpanuThed | Peakuus c pactBopoM kanua | Pozopoe  okpauinBaHue
BELIECTBA pO30BO€ OKpalIMBaHUE TIepMaHranaTa n cepHoli | coxpaHsercs
KHCNOTOH pa3BefieHHOM,
MeTonuka nponzBoANTENs
VYrnepona AHOKCHA He nomxHo 661Te noMyTHenus | Peakuus ¢ kansuus rugpokcuna | B Teuenne 1 Yy
B TeueHue | 4 pacTsopom (13BeCTKOBOIt | MOMYTHEHHE He
BOJOi), Habniopaercs
MeToanKa Nnpor3BoOAUTENS
HuTpats! 1 HUTPHTHI He Gonee 0,00002 % | Peakuus ¢  audeHunamuna | menee 0.00002 %
(0,2 ppm) pacTBOpPOM,
Meroanka NpoH3BOAUTENS
AmMonuit He ©Gonee 0,00002 % | Peakuus c peakrusoM Heccnepa, | menee 0.00002 %
(0,2 ppm) MerToauxa Npou3BOANTENA
Xnopuasl He LOJKHO OmiTh | Peaxums ¢ cepebpa Hutpata | Onanecuenuus He
OTaeClEH LMK pacTBOpoM, HabmoaaeTca
MeToauka NpoH3BOAUTENS
CynbdaTsl He nomxno OeiTh noMyTHeHus | Peakuus ¢ Gapus xnopuna | B TeueHue 1 q
B TeyeHue He MeHee 1 4 pacTBOpOM, MOMYTHEHHE He
MeToanka Npon3BOAUTENS Habmonaerca
Kanbuuii 1 Marumit Homxro nabmoparbest uucro | Peakuusa c  HaTpus 3aetata | HaGmozaetcs YHCTO
CHHEEe OKpallWBaHNE PacTBOpa | pacTBOpPOM, CHHee OKpaluBaHHe
(6e3 puoneroBoro oTTEHKA) Mertoanka NpoH3BOUTENS pacTBopa (6e3
(HONETOBOTO OTTEHKA)
Tsxensie MeTaNIBI He JIOJIHCHO ObiTh | Peakuns c Hatpus cynedupa | OkxpalimBaHue n
OKpalnBaHHs. pacTBOpOM, onggl;ect{éﬂﬁkﬁ v. He
Honyctuma cnabas | MeToauka Npou3BOAUTENS ,;ﬁﬁ%}m“éhaﬁcx 4
OfanecueHLus oT YO/ tnyy Hotaayq

BBEIJICNUBLLEHCA CEPBI.

Hzsnexaemrblit 06seM

HomxeH OHTE He MeHee

I'paBuMeTpUuECKHUH,




HOMHMHAIBHOTO, eciu
ynaKkoBKH MCCeRyoTCA
WHOMBUIYAIEHO. Hns

YNaKoBOK C HOMHHAIBHKIM
ofbeMOM 2 MI M MeHee
M3MepeHHbl 06BeM N0JbKeH
OBIT  HE MeHee CYMMEI

®EA3C, 2.1.99.

HOMMHANBHBIX o0BemoB
HCCIIEA0BAHHLIX YIaKOBOK.
bakTepuanbHble IIpenensHoe cozepkanne | Kauectsennsi rens-TpoM6 tect, | IlpenensHoe comepscanue
IHIOTOKCHHBI BakTepHanbHBIX DEADC2.1.6.8 BaKTepHanbHEIX
9HAOTOKCHHOB B Nperapare He 3HJOTOKCHUHOB B
Gonee 0,25 EQ/mn npenapare MeHee 0,25
E3/Mn
CTepHibHOCTE Jlomxen GbITh CTEPHITBHLIM Mertoa mnpamoro mnoceea MM | CTepHIbHO
MeTon MeMOpaHHO
dunpTpauuu,
@®EADC, 2.1.6.1.
Vnakoska 1)lepeuunas  ynakoska - | BusyansHeiil. 1Ilepeuuynas ynakoexa -

Bakuuna

BaxkuuHy BEIMycKaloT no 1
JO3€ B aMITyJle BMECTHMOCTBIO
2 wMn u3z crekna 1-ro
THAPONMUTUYECKOrO KNacea.

Ha KaXayto amnyny
HaKJECHBAIOT ITUKETKY WU
TEKCT HAHOCAT
HEMOCPEACTBEHHO Ha aMmmyiny
METOIOM KarnecTpyHHoH
nevaru,

1)IlepsuuHas ynakoska —
Pacteopurear  (Boma ans
WUHBEKUUI)

Ilo 1 Mn B amnysne,

2)BTopuunas ynakoska
B nauke n3 xaprona 10 amnyn

¢ BakuMHOM no 1 xose B
aMmnyne, MOMEUIEHHBIX B

KOHTYPHYIO AueHKOBYIO
ynakoeky, 10 ammyn c
PacTBOpHTENEM

(Boza Ans WHBEKUMH) 1o 1 Mn
B aMIyne, TOMEIUEHHHIX B

KOHTYPHYIO A4eHKOBYIO
YNaKoBKY BMeEcTe c
HHCTpYKIHEeH no

MEAHLIMHCKOMY NPHMEHEHHIO
(MMCTKOM-BKAAABILIEM),
HOJXXOM  aMIyNbHBIM  WJIM
cKapuHKaTOPOM
amMnynbHBIM. JIOMONHUTENBEHO
B MauKy NOMEINAIOT BKIALBILI
c JIMYHBIM HOMepoM

BakuuHa

BakuuHa BeInyweHa no 1
noze B amnyne
BMECTHMOCTBIO 2 MJ U3
cTeKna 1-ro
TUAPOJIMTHYECKOTO
Kiacca.

Ha  kaxpmoli  ammyne
HaKJieeHa 3THKETKa

DIlepBuuHas ynakoeka —
Pacteoputens (Boaa ans
UHDBEKLNIA)

ITo 1 mn B amnyne.

2)BTopu4Has ynakoBKa

B nauke u3 xaprona 10
amnyJsl ¢ BakLHHOH mo 1
nose B amnyune,
noMeleHHEle B
KOHTYPHYIO  S4eHKOBYIO
ynakoBky, 10 amnyn c
pacTBopuTeneM (Boaa ans
HHBEKLM) no 1 Mn B
aMmnyne, MOMEIUEHHEIE B
KOHTYPHYIO  s4eHKOBYIO
YyMaKoBKY  BMECTe  C
HHCTpYKUHEH no

BKJIAABIIIEN ). O R,
TonoAHITe T5HO B NAYKY.,
fon \ o

‘BKNANEA | G
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yknaguuka. IIpu  ymakoBeke
amImyJsl, HMEIOIMX  KONbLO
H3nomMa HUAM  TOUKY  And
BCKPBITUA, HOX aMMyJNbHbIH

Hnu ckapudukatop
aMmnyNbHBIH HE BKIaAbIBAIOT.

Mapxnposka 1)ITeperyHas ynaxkoBka- | BusyanbHeiit 1)ITepBuuHas ynakoBka-
Bakuyna, Baxuuna.

Ha amnyne ¢ BakuuHoil
YKa3bIBAIOT:

CokpaluenHoe TOproBoe
HANMEHOBAHHE npenapara
{(«kBAKTPVIBUPY),
JIO3UPOBKA/KOTMYECTBO
npenapara B amnyne («11.»),
nyts  BBemeHusn  («II/K»),
Homep cepun  (BykBeHHO-
uudposoe obo3HaveHne),
narty HCTEYEHNs cpoka
rOOHOCTH.

Ha o»TukeTke amMmynsl ¢
BaKUMHOI YKa3bIBAIOT:

CoxkpalneHHoe TOpProBoe
HauMeHOBaHNe npenapara
(BAKTPUBHP),
AO3MPOBKa/KOJINHYECTRBO

npenapara B amnyne (1 gosa),
MyTb BBEACHHUA ([TOAKOXKHO),
Homep cepud  (OYKBEHHO-
urdposoe o6o3HaueHue),
nary HCTEUYECHHA cpoka
FOJHOCTH.

I)Ilepsuynas  ynmaxkoBka -
PactBoputens (Boma ans
WUHBEKLIUIT)

Ha amnyne wunu >THKeTKe
aMnyfnbl C  PacTBOPHTENEM
yKa3bIBalOT TOprosoe
HaHMEHOBAHHE PacTBOPHUTENS,
KOJIMYECTBO PACTBOPUTENST B
amnyne (o6Bem B
MHJITHIIUTPaX), HOMep Cepuu
(6yxBenHo-uudpopoe
o6o3Hauenue), aaty
HCTEUEHHs CpOKa rOJHOCTH.

2) BropHyHas ynakoska.

Ha nauke c XOMOIEKTOM
YKa3BIBAIOT:

4) TOProBOE HAWMEHOBAHUE
npenapara (BAKTPHUBHP
KomOuHHpOBaHHAs — BakUUHA
NPOTHB KOPH, KPacHyXu W
napoTuTa KYJbTypajbHas

Ha aTuxetke ammynsl ¢
BAaKLMHOM yKa3ano:
CokpauteHHoe TOProBoe
HaMMEHOBaHKE NpenapaTa
(BAKTPUBHP),
JO3MPOBKa/KOIHYECTBO
npenapara B ammyne (1
Jo3a), NyTb BBEACHHS
(noaxodxcHo), HoMeEp
cepun (BykBeHHO-
uudporoe o6o3HavMEHHE),
lata HCTe4eHHs CpoKa
FOJHOCTH.

I)IlepsutHas yrnakoBKa -
Pacteopurenr (Boaa ans
HWHBEKUHiT)

Ha aTukeTke amnynsl c
pacTBOpUTENEM  YKazaHO
TOProBOE HauMEHOBaHHe
pacTBopuTens,
KOJIMHECTBO
pacTBOpHTENs B aMmiyje
(o6beM B MHATUNHTPAX),
HoMep cepun (DykBeHHO-
unpposoe obosHaveHue),
Jara MCTeYeHWs cpoka
FOZHOCTH.

2) BropH4Has ynakoBKa.

Ha nauke ¢ kommnnektom
yKa3aHo:

a) TOproroe
HalMeHOBaHue npenapara
(BAKTPUBHP
Kom6uHuupoBaHHan
BaKLMHA TPOTHB KOpPH,
KpPacCHyXH M NapoTuTa
KyNbTypanbHas  KuBas),
TOproBoe HaWMEHOBaHUE
pactsoputens (Boja ans
HUHBEKIWIT);

6) rpyNNHPOBOYHOE
HauMeHOBaHWe npenapara
(Bakuuna ns

8.5 ___‘c;‘fa;c‘rpameﬂﬂoe’ )\

HatMeHoBanuneg, \
&4 | -

nepKaTens
o i




XUBas), TOpProBoe
HaUMEHOBAHHE PACTBOPHTENS
(BOzA ANs MHBEKLHIT);

6) IPYNINHPOBOYHOE
HauMeHOBAHUE npenapara
(Bakuuna ans npodunakTHKy
KOPH, KPacHYXH ¥ IAPOTHTA);
B) COKpalleHHOoe
HaWMEHOBaHME  Jepxaress
PErHCTpaLiOHHOrO
YIOCTOBEpEeHHs
JIEKapCTBEHHOTO  Miperapara
(AO «HIIO «Mukporen») u
€r0 TOBapHEIH 3HAK;

r) ampec ©  Tenedon
nepxaresns
PErucTpaLMOHHOTO
YAOCTOBEpEHHS
JIEKapCTBEHHOTO Mpenapara;
) nekapcTBeHHYIO Qopmy
npeniapara (nuodmauzar s
NIPUTOTOBJIEHUs pacTBOpa s
MOAKOXKHOTO BBEJCHNSA);

e) no3upoeky (1 no3a);

x) KONHYECTBO
JIEKapCTBEHHOTO Mpenapara B
ynaxoske (10 ammyn BakLMHBL
no 1 pose), KONMYECTBO
pacTeopuTend B ynakoske (10
amnyJs pacTBopHTens (Boaa
Anst uabekunid) no 1 mi);

3) wuudopmaumio o cocrase
NEKAPCTBEHHOr0  Tpenapara

(Cocras) n cocTaBe
pacTBOpHTENa (Cocras
pacTBopuTENs);

M) HOMEpP CepHuu npenapata u
HOMEp CepuH pacTBOPUTESIs
(6yxBenHO-uMdpoBOE
ofo3HaueHue);

K) Jary MPOM3BONCTBA
npenapara;

N) DaTy MCTE4EHHs CpoKa
TOJHOCTH KOMIINEKTa
(KoMnnekT rofeH go...);

M) YCIOBHS XpaHeHHus
(Xpanuts npH Temmneparype
or 2 g0 8°C. He
3aMOpaKUBATS.);

H) nOyTe BBeaeHMs  (Ha
BTOPUYHOM  ynakoBke  He
YKa3aH, TaK KaK OH BKJIIOHEH B
Ha3BaHue NeKapCTBEHHOM
hopmer);

0) YCNOBHS OTIIYCKa;

m) NpexynpeaHTeNbHbIE
HaAHCH: «CTepunsHO»,
«XpaHHTE B  HEJOCTYITHOM
IJist nerei MECTED,
«Copepaxur OCTATOYHYIO
TEXHONOTMYECKYI0  [PHMEChH
reHTaMHMLMHA cyasdar
(cnenoBsle KONHYECTRA);

p) IUTPUX-KOA;

PErHCTPAHOHHOIO
YAOCTOBEpEHUA

neKapcTBEHHOrD
npenapata (AO «HIIO
«Muxporen») u  ero
TOBApPHbIN 3HAK;

r) ampec u Tenedon
Jepxarens
PEerucTpaLMOHHOro
YIAOCTOBEPEeHHs
JIEKapCTBEHHOTO
npenapara;

n) nexapcTBeHHas (opma
npenapata  (inodunusat
it NPUTOTORNEHHS
pacTeopa ans
NOAKOMHOTO BBEACHHSA);
e) nosuposka (1 nosa);

K) KONHYECTBO
NeKapcTBEHHOro
npenapata B YMakoBKe
(10 amnyn BakuuHE! no 1
no3e), KOJIMYECTBO
pacTBOPUTENA B ynaKkoBKe
(10 amnyn pactBOpuTeNa
(Boma mna MHBEKUMIT) DO
1 Mn);

3) nHopmMaLms 0 COCTaBe
JIEKapCTBEHHOTO
npenaparta (CoctaB) u
COCTAaBE  PaCTBOPHUTENS
(Cocras pactBopurens);
u) HoMep cepuu
npenapara U4 HOMeEp
cepuu pacTBOpUTENs
(6yxeeHHO-LM(pOBOE
o6o3HaueHue);

K) ZHata TpPOM3BOACTBA
npenapara;

n) Jarta MUCTeYeHus cpoka
TOJHOCTH KOMILIEKTa
(KommnexT roges mo...);
M) YCHOBHS XpaHeHus
{Xpanuts npu
Temneparype ot 2 no 8°C.
He 3amopaxuBars.);

H) nyTs BBefeHus (Ha
BTOPHYHOH YNaKOBKe He
yKasaH, TaK Kak OH
BKIIOYEH B  Ha3BaHue
JiexapcTBeHHOl hopmbl);
0) YCIIOBHS OTITYCKA;

m) [peAynpeauTeNbHble
Haanuen:  «CTepunsHOY,

«XpaHuTh B
HENOCTYNHOM [JIs JeTeil
MecTey, «Conepxur
OCTATOUHYIO

TEXHONOLKACKyIO-— 4
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c) crnocod  npuMeHeHHA («Croco6  mpuMeHeHus:

(«Cnocob® npuMeHeHus: CM. CM.  MHCTPYKUHMIO  TI0

MHCTPYKLUIO 1o MeJMLHHCKOMY

MEAMUMHCKOMY TNPHMEHEHHIO npuMeHeHHlo  (JIMCTOK-

(MMCTOK-BKNAMABILI))Y; BKJIabILL))»;

T) CPEACTBO UAECHTH( ) UKALIAH. T) CpeacTBo
WASHTHHKALMH.

TpaHcrnopTHpoBaH1e ITpu Temneparype ot 2 ao 8§ °C. He 3amopaxuBath

Xpanenue ITpu Temnepatype ot 2 no 8 °C. He 3amopaxusathb
Cpox rogHocTH Jara Brinycka 27.04.2026
2 roaa Toaen o 30.04.2028
3akaiodenne: Bakunna BAKTPUBHP KomOunnpoBanHas BakUMHa MPOTHB KOPH, KPACHYXH M MapoTHTa

KyJbTypalbHas K1Bas, THOQHIM3AT ANA NPUIrOTOBIEHHS PpacTBOpa MUls NOJKOKHOTO BBeeHHs | no3a
cepun Ne M506526 B komnuexTe ¢ pacteoputenem cepun NeT080326 coorBerctByeT TpeGopanusm HJ{
JITI-Ne (001494)-(PI'-RU)-090625

Hauanbuuk OKK / Q % < A. Y2228
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