PA3SPEIIEHUE

Ha BBOJI B rpaxkJiaHCKuit 000poT B Poccuiickoit denepauuu cepuu WIK MapTuu
npousBefieHHOro B Poccuiickoin @enepaunn wiv BBosuMoro B Poccuiickyro dexepanuro
UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOT O Ipenapara
Ne P006-00110-77/04609259 ot 19.03.2026

Boinano AxuuonepHomy o6OmiectBy "HaydHO-NMpoU3BOJACTBEHHOE OOBEJIMHEHHE MO MEIMIIMHCKUM
MMMYHOOHUOJIOTHYeCKUM IpenaparaM "Mukporen", Poccust, 115088, r. Mocksa, yi. 1-s JlybpoBckas,
n. 15, ctp. 2, UHH: 7722422237.

(HauMeHOBaHUe PHUAMYECKOro JIULA, opuandeckuii angpec, MHH)
DenepaabHas ciayxkba mo Haa30py B cdepe 3ApaBoOXpPaHEHHsI HA OCHOBAHUU 3AKJIKOYEHUS
UCIIBITATCJIbHOIO  HEHTpa OKCIECPTU3bl KadyeCTBa MCIAHMOMHCKHUX I/IMM}/H06I/IOJIOFI/I‘I€CKI/IX
npenapatoB PepepaqbHOrO T'OCYAAPCTBEHHOrO OI0/PKETHOTO yupexaeHus "HaydHblidi LEHTp
JKCIEPTHU3bI CPEJCTB MEUIIMHCKOT0 MPpUMEHeHHUs1" MUHHCTEPCTBA 3/ipaBooxpanenust Poccutickoit
Oejiepanuu

(HaI/IMCHOBaHI/IG q)enepanbﬂoro rocy1apCTBEHHOIO GEOL[)KGTHOFO yqpemneﬂm)
or 17.03.2026 Ne 199/HIIDCMII pa3spewiaer BBOJA B rpakJIaHCKuii 060poT
(nata) (HOMED)
B Poccuiickoii @eaepaniun MUMMYHOOHOJIOTHYECKOI0 JIEKAPCTBEHHOI'O Npenapara
BAKTPUBUP KomOuHupoBaHHast BaKIIMHA ITPOTUB KOPH, KPACHYXH U ITAPOTUTA

KYJIbTYpaJibHast )KUBast

(ToproBoe HaMMEHOBaHHUE)
BakiuHa Juist npoQWJIaKTUKU KOPU, KPACHYXH U [TAPOTUTA

(MexnyHapoaHOe HeMaTeHTOBaHHOe HAMMEHOBaHUe (FPyIIMPOBOYHOE UIIM XUMHYECKOE)
JIMO(UIIU3AT JUIS [IPUTOTOBJIEHUST PACTBOPA IS IIOAKOXKHOr0 BBeAeHUsI 0.5 Mt
(1 moza) - ammyJisl (10 1mT.) - HAYKK KAPTOHHBIE /B KOMIUIEKTE C PACTBOPUTEIIEM:
BOJIa JuIsl UHbEKUUH - 10 mt./ - Juist 1e4eOHO-NPOPHIIAKTHUECKUX YUPEHKICHU M

(dopma Bbimycka (C ykazaHUEeM JieKapCTBEHHOH (popMbl, T03UPOBKHU, (PACOBKH) U KOJIMUECTBO B YIIAKOBKE)

cepun  M003426 (cepust pactBoputens 1T490925) ?lg;iﬁ“cep"" vt 2809

(ROMED:CopHg) (konuuecTBo
YIMaKOBOK)
roged g0 01.2028 ,
(Cpok roqHOCTH)
NpOU3BOJCTBA AKIMOHEPHOro 0oO0IIecTBa "Hay4HO-1IpOU3BOACTBEHHOE OOBECJAUHEHHE IO
MEJUIIMHCKUM HMMMYHOOUoJoruueckum npenapatam "Mukporen”" (AO "HITO "Mukporen"),
Poccusi, 115088, r. Mocksa, yi. 1-s Jlybposckas, ja. 15, ctp. 2 (mpou3BOAUTENH (TOTOBOMA

JI®), nepBuuYHas yMAKOBKA, BTOPUYHAS YIIAKOBKA), CTp. 1 (BBIIYCKAIOUIMI KOHTPOJIb KAUYECTBA).

(HaMeHOBaHHUE U aJpec MPOU3BOAUTENS (C YKa3aHUEM CTaauil MPOU3BOICTBA)
Peructpanuonnoe ygocrosepenue Ne JI[1-Ne(001494)-(PI'-RU) ot 02.12.2022.
Jlep:kaTesib  PEerUCTPALMOHHOIO  yJaocToBepeHusi AKuuoHepHoe obmectso "HayuHo-
MPOU3BOJICTBEHHOE OOBEJUHEHHE M0 MEJUIIMHCKUM HMMMYHOOHOJI
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HNMYHOOROTOTETCCREH
KOMOanHS?
«National
Immunobiological
Company»

3aM€CTMT&pryKOBOHHTeHH

POC?)}Ip aBHaﬂ?)Opa Branesen [apxomenko Jimurpuii BceBonogosuu
Heticersurenen ¢ 07.04.2025 no 01.07.2026
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AkunoHepHoe o61ecTBo

((Ha)“lHO-ﬂpOHfEBOHCTBGHH08 onemmerme 0 MEIMUMHCKUM HMM)/[-{OGHOHOFW{BCKHM [Iperaparam

«Mukporen»

Ajpec MecTa OCYULECTBICHHS IHLIEH3HPYEMOI0 BUAA NS TEIbHOCTH!
Poccusi, 115088, r. Mocksa, yii. 1-1 Jy6poscekas, a.15, crp.2

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

I[TACIIOPT
Ne (038 ot (6.03.26

BAKTPHUBHP KomMOuHHpOBAHHHASI BAKHHHA NPOTHB KOPH, KPACHYXH H HAPOTHTA KYJIbTYPAIbHAA

KUBast nuoqnmma'r NJI MPUTOTOBJICEHHA pacTBOpa AJIH NOJAKOKHOIO BBEXCHH A

Perm:'rpauuou HO€ yaoCToBepeHHue
I‘IOpM aTHBHasa AOKyMEHTallu:

Homep cepuu BaKUHHBI
Homep cepuu Boabl juisi HHBEKLMH
Cocras:

KonuuecTtro B CEpHH, €. HIMCPCHHA
lIaTa ﬂpOM3BO,{1CTB3/ JaTa BhelIIlyCKa
}lara OKOH"YaHUs CPOKa MOAHOCTH

Pesynptarsl ucnsiTavuit

JITT-Ne(001494)-(PT-RU)

HJLJHT-Ne (00 1494)-(PU-RUHY-090625

M003426

T4949258

Onna npusuBouHas 103a (0,5 M) conepxuT:

JleiicTBylonine BemecTBa:

- BUpyC KopH, wtamm JleHunrpaa-16 (JI-16) (kuBO#, aTTeHyUpOBaHHBIH) —
He menee 1000 (3,0 1g) TkaHeBbIX uuTonaroreHHsix o3 (TLS0);

- BUPYC KpacHyxH, mwramMm RA 27/3 (5xuBoii, aTTeHYHPOBaHHBIiH) - He MeHee
1000 (3,0 Ig) TLLAS0,;

- Bupyc naporura, Ltamm Jlenunpan-3 (JI-3) (kuBOii, aTTeHYHPOBAHHBIH) -
He meHee 20000 (4.3 1g) TLJSO0.

BenomorarenbHbie BemecTsa:

- BoaHbli pactBop JIC ~18 - 0,12 mMa (Cneuudrkauus npousBoanTess);
-xenatuna pacteop 10% - 0,03 ma (Cneundukaums npou3BoaMTENS)
PactBopHTEnb: BOAA /s MHBEKLUMH

2809 YMaKoBOK

02 26

0128

Kourposnpyembie Tpedosanust cnenuuKannu

Pesyabrarsl

noKa3aTesu Metoab! KOHTPO.IS B
HCHbITAHUH
Ornucanue Jnodunuzar - onHoponHas | BusyanbHblil. Jlwodunuszar -
nopucras macca oT | Meroauka nMpou3BOaUTENS OJIHOpOAHas nopucras
JKeJIToBaToro 10 po3oBaToro Macca HEATOBATO-
LBETa, F’HIPOCKOTNHYHA. PO30OBOTO nBera,
BoccranoBiieHHBII penapar - TUIPOCKOMHYHA

fapo3pavHas WHKHIAKOCTh
PO30BOro uBeTa.

[ToanuHHOCTE

HOIDKEH coaepxare BHPYChI
KOpPH, KPACHYXH H apoTura

BoccraHoBneHHbl i

rperrapatr - [po3payHas
MHUIKOCTh PO30BOTO
uBera

ConepxHT BHpPYC KOpH,
KpacHyXH, MapoTuTa

Crp. 1 uz 7




-

KopeBoil/

napoTUTHOM
MeToauKa npou3BoMTENA

KpacHyLUIHOIH/

CBLIBOPOTKOM.

Bpewmst pactBopenus

Jlomiken  pacTBOpSTBCS B
TeyeHHe 3 MHH IMPH BHECCHUH
B amnyay 0,5 ma Boabl s

UHBEKLMHA HA 03y

Busyanbusiif

PactBopsieTcs B TeueHue
MHH  [IpH
BHeceHMH B amnyny 0,5
M BOAbl /11 HMHBEKLMIt

sz -
MeHee e

Ha 103y
MexaHu4eckHe B 2 amnynax u3 80 | BusyanbHbli, CootseTcTBYET
BIJTFOUEHHS JomycKaeTcs Haaudre | MeToanka NpoH3BOAUTE NS
MEXaHHYECKUX BKITIOYEHHIL.
pH pacrsopa 0173 1079 [ToreHuMOMeTpHYECKHIT, 7.6
GEADC2.1.2.3.
[Toteps B Macce npu He 6osiee 2,0 % ['paBuMeTpuyecKui, 0.9 %

BBICYLIHBAHUU

MeTOIlH Ka MpOHW3BOANTENS

CrepuabHOCTD He JOJKEH comepxath | Metoa mnpamoro mnocesa uinu | He comepxut Gaktepuii u
HakTepHii 1 rpHOOB MeMOpaHHOI QuiabTpaLMH, rpubos
DEADC 2.1.6.1.
AuHoManeHas JomkeH ObITh HETOKCHYHBIM Buonoruueckuii, Herokcuuen
TOKCHYHOCTb DEADC 2.1.6.3.
Crietuguueckas [Tpususounas gosa (0,5 mn) | Kynsrypansusiit ITpuBuBounass no3a (0,5
aKTHBHOCTb nosmkHa coaepxate He meHee | (OnpeneneHue Mo | MJ) CONEPIKMT
1000 TKAHEBHIX | LIMTOTIATOrEHHOMY  JeficTBuio | DHPYC KOpH — 15850 (4,2
LIMTOMATOreHHBIX 103 | BUpyca Ha  YyBCTBHTENbHBIE & TS v

(T A50) Bupyca kopu (He
meuee 3,0 lg TIJ50/0,5 mi),

1000 TLIASO
BHpYca KpacHyXH (He MeHee
3,0 lg TLI/150/0,5 M),

He menee 20000 TLIAS50 (4,3
lg TUA50/0,5 wmu) Bupyca
napoTura

HE MEHEE

KieTkH Vero (st BApyca KOpH H
naporuta) u kinetkn RK-13 (ns

BUpYCa KPacHyXH),
Mero1Ka rpou3BOIUTENS

Bupyc kpacnyxn — 3493
(3,74 lg TLUIS0/0.5 mur)
Bupye napoTuTa -
316200(3,5 {g TLI/I50/0,5
MIT)

TepMocTabUNBHOCTD Jomxex 6bITs | KynbrypaneHsiii, Tepmoctadunex
TePMOCTAOMITBHBIM. MeToauka npou3BOANTENS
JHonyckaercs CHH)KEHHE
CpelHeit reoMeTpHYeCcKoH
BEJIMYMHBl  TUTpPAa  KaXIOro
BMpyca B obpasuax BaKUUHbI
nocie rnporpesaHus He Hosee
ueM 1a oJHI g
OcratouHoe He 0Oonee 50 ur B onuoil | MMMyHO(EpMEHTHBI, 4.9 Hr B OJIHOH
konuuectso bCA NPHBUBOYHOH N03€ BAKLIMHEI DEADC 2.1.6.10. NPHUBHBOUHOM A03¢
BAKLMHEI
ITocroponHue He 6onee 20 wmxr B omHoit | Meton auddysuu B arap, 16,9 wMxkr B opmHOM
npHUMecH: MPUBHUBOYHON 103€ BaKLIMHbI MeTtonuka nmpou3BOAUTE NpUBHBOUHOM hose
reHTaMULKHa CyabdaT BaKIMHbI
PactBopuTeib, BRINyCcKaeMblii B KOMILIEKTe ¢ IPENAPATOM: BOAA I HHbLEKIHI
Onucanue becuperHast npospayHas | OpraHonenTHyeckHi, becusetHass npo3pauHas
MKHUAKOCTh Oe3 3araxa Meroauka npou3BoaHTENS KUIKOCTB O3 3arnaxa
pH ot 5,0 no 7,0 [oteHunomepmret R 6,1
DEADC, 212)
KucnothocTs mnu Ilpu  nosmnenuu  xenroro | Kavectsdm st oGHl" Kucaoruocts
LWENOYHOCTD OKpallMBaHHA OHO JIOJKHO | (heHon 9/_;)3@‘“““‘*" § Oxpacka wimeninacy or
M3MCHHTBCA Ha KpacHoe WM | pacTBORSN, hnn«\?:(:;)(i‘gldogical 1 npndasnens 001 s 0.01

pO30BOE OT MPUGaBIEHHS He

bonee 0,1 wman 0,01 M

MeTo 1k \npon3BORATSI s
éo POHE T Stock
Company

M pacrtsopa  Harpus

FHAPOKCIINA

Crp.2uz 7




pacTsopa HaTpHs rMApOKCHAA;
[IPU NOABJICHWU KPHCHOFO Uiu

po30BOro
JO0JKHO

OKpalulviBaHHs OHO
H3MEHHTLCA Ha

KeJaroe oT ﬂpHGaBﬂﬁHHﬂ HE

oonee 0,15 wmn

pacteopa

XJIOPHCTOBONOPOAHOIA

0,01 M

KHCIIOTBI
DnektponposoaHocts | He dosee 25 mrCum/eMm KonaykromerpuueckHi, 10.0 MmxCwm/em
DEADC 2.1.2.33.
Mexanuueckue Ofwee KonuuyecTBO ammy’n, | BuiyanbHeii, CooTBeTcTBYET
BKJIIOUEHHS HMEIOLIHX MexaHudyeckue | MeToauka npou3BoAUTE/Is
BusimMble HacTHUbI BKJIOYEH s c y4eToM
MpOBEeAeHHsT BTOPOI CTYMeHH
otbopa — MeHblle WM PaBHO
23 wr.
HeBuaumMele yacTuusl B onHoit amnyne cpenee | CuerHo-oromeTpHueckuii, CootBeTcTByeT
yucno  uvactHu  pasmepom | DEASC 2.1.9.10.

10 Mmxm u GoJsiee He HOJHKHO

npesbiwars 6000, a cpenHee

4YHCJIO HacTHLll

pasmepom

25 MKM W OoJjiee He OOJOKHO

npessiuars 600

Cyxoit octaTok

He 6onee 0,001 %

['paBuMeTpHYECKHUii,
MeToaKa NpoU3BOAHTENS

0.0006 %

Boccranasnusatomue | JIomkHO coxpaHuTecs | Peakuus ¢ pactBopoMm kanus | PozoBoe  okpalinBaHue
BellecTBa pO30B0OE OKpalIMBaHHe nepmaHrasaTa H cepHOit | coxpaHsieTcs
KHCJIOTOH pa3BefeHHOil,
Meroauka npoH3BoAHTENs
Yriiepona AHOKCUA He noskHo ObITh MOMYyTHeHUs | Peakuus ¢ kaneuus ruapokcuaa | B TeyeHue 1 4
B TeueHue | 1 pacTBopoMm (M3BECTKOBOH | MOMyTHEHHe He
BOJIOM), Habnionaercs
MeToauka rpou3BOAUTENS
HurpaThbl H HUTPUTBL He 6onee 0,00002 % | Peakumss ¢  pudenunamuna | meuee 0.00002 %
(0,2 ppm) pacTBoOpoM,
MeTtoauka npou3BOAUTENS
AMMOHNUI He Gonee  0,00002 % | Peaxuus c peaktusom Heccnepa, | meunee 0.00002 %
(0,2 ppm) MeToauka npou3BOAUTESN
Xnopuasl He JOMKHO ObiTh | Peakuns ¢ cepebpa Hutpara | OnanecueHuus HE
onanecueHunH pacTROPOM, Habmonaercs
Metoauka npou3BoAHTENS
Cyinedatel He nosmkHo ObITh noMyTHeHust | Peakuust ¢ Gapus  xnopuaa | B TeyeHHe I et
B TeueHHe He MeHee | 4 pacTBopoM, MOMYTHEHHe He
MeTonuka npou3BoOANTENS nabnonaercs
Kanbuuit 1 maruui Homxno nadmogatses qucto | Peakuws ¢ Hatpua saerara | Habmopaeres YUCTO
CHHEE OKpaIUMBAaHHE PACTBOPA | PacTBOPOM, cuHee OKpalUHBaHHE

(6e3 puoneroBoro oTTEHKA)

Metoamka NpoH3BOAHTENA

pacTtBOpa (6ea

| dronerosoro orreHKa)

7.
Tsoxensie MeTan bl He JOSKHO ObiTh | Peakums ¢ HaTp SRpauneanne u
OKPaILHBAHHMSI. pacTBOpoOM, LeHLHA He
Honyctuma cnadas | Metoamka npot aeTes
ornajecueHuHs or S /’Tﬁi?\?;‘a"g
G b3 unobiolo
BBIJICNHBILEHCS Cephl. A%\ 10 mpany?
o 2 int St0¢
H3pnexaembliii 00bem Homiken ObiTh  He MeHee | ['paBumerpuyec i Joint St0Y TCTBYET
Z;) Company
O
* &4
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HOMHUHANLHOTO, eciu
YIIAKOBKU HccneayoTes
HHAMBUILYANLHO. s

YIIAKOBOK C  HOMHHaJIbHBIM
odbeMOM 2 MJI M MeHee
H3MepeHHbIH 00beM J0JDKeH
ObITb  HE

MEHEE CYMMBI

HOMHHAJIbHBIX 0bbemoB

HCCJIeI0OBAHHBIX YITIaKOBOK.

GEADC, 2.1.9.9.

bakrepuasnbHble
3HAO0TOKCHHBI

[penensuoe cofepxaHue
OaKTepUanbHbIX

3HJAOTOKCHHOB B Ipenapare He

KavecrBeHHblil rejb-tpomd Tecrt,

DEADC2.1.6.8

[lpenensroe coaepxanue
daKkrepHanbHbIX
3HA0TOKCHHOB B

6onee 0,25 ED/mn npenapare menee 0,23
ES/Mn
CrepHabHOCTD JlomxeH ObITh CTEPHILHBIM Meron npsmoro noceea wiu | CtepuiibHO
METOL, MemOpaHHOIA
¢dunsrpauuu,
GEADC, 2.1.6.1.
YrakoBka DIlepuynas  ynakoBka - | BusyallbHblii. )IMepBuuHas ynakoBka -

BakuuHa
BakuuHy Beimyckaior no |
J103€ B aMIlyJjle BMECTUMOCTbIO
2 wMn u3 crekna l-ro
THAPONIUTHYECKOrO KJlacca.

Ha Ky aYI0 aMnymny
HaKMeMBaIOT JTHKETKY HIIH
TEKCT HaHOCAT
HEIOCPEJICTBEHHO Ha aMImyny
METOOM

nmeyaru.

KanjectTpyHHo#H

[)ITepBuunas  ymakoska —
PactBoputenrs (Boma  ans
HHBEKLH)

[To 1 mMa B amnyJe.
2)BropuuHas yrakoska

B mayke u3 kaproHa 10 ammyi
Cc BakuMHOM mno | poze B
amnyJsie,  MOMELICHHbIX B
KOHTYPHYIO

ynakosky, 10

A4EKOBYIO
amnyn ¢
pacTBopHUTeNEM

(Bona st MHbEKUMIt) o | M
B aMIyfe, MOMEeLeHHBIX B

KOHTYPHYIO AUEHKOBYIO
yYNaKoBKY BMEcTe ¢
HHCTPYKUHEH no

MEIMLUHHCKOMY MPUMEHEHHIO
(JIMCTKOM-BKIIAAbILIEM),
HOKOM  aMIlyJbHBIM  HIIH
ckapupHKaTOpOM
aMnyabHbIM.  JJONOAHUTENBHO
B Ma4yKy MOMEUAT BKIaAbILU

C JIMYHBIM HOMEpPOM

unob\‘)“’?;‘ca\

\m‘“cm“van‘!'

(1}ik J)
pofroN
MMyR KONIABES"
‘NB“O“G‘

BakuuHa

BakuuHa Beinyuiena mo 1
Ji03€e B amryJe
BMECTUMOCTBIO 2 MJI U3
cTekna 1-ro
THAPOIIUTUYECKOTO
Knacca.

Ha  waxaolt  amnyse
HAKACELHA ITHKETKA

1)ITepBryuHas ynakoBka —
Pacteoputens (Bona mist
HUHDBEKLHH)

[To | mn B ammyJe.

2)BropuuHas ynakoBka

B nayke u3 xaproHa 10
aMmysl ¢ BakUMHOH mo |

nose B ammnyJe,
MOMELEHHbIE B
KOHTYPHYIO  SA4EHKOBYIO

ynakoBky, 10 amnyn c
pacTBopuTeseM (Boja st
UHBEKLMA) no 1 mu B
amnysie, MOMEUEHHble B

KOHTYPHYIO  A4EHKOBYIO
YITaKOBKY BMeCTe c
HHCTPYKLMEH 1o

MEULMHCKOMY
npUMeHeHHIo  (JTHCTKOM-
BKJIAJIBIILIEM).

¢ IJ,OHOJIHHTCJH)I'!O B Mayky

BKJIAdbl  C
HOMEpPOM

Crp.4uz?




yknaguuka. Ilpu  ynaxoske
amnyn,  HUMeruX  KOJLLO
W3zoMa WM TOYKY A
BCKPBITHA, HOX aMNyJbHbI
Wiu ckapuuxatop
aMNyNbHbIA He BKJIAABIBAIOT.

Mapxkuposka

1)ITepBuunan yrniaKoBKa-
Bakumna.
Ha amnyne ¢ BakuuHOM

YKa3bIBAIOT:
CokpaulenHoe TOproBoe
HAMMEHOBaHue npenapara
(«BAKTPHUBHP»),

J03UPOBKA/KOJIMUECTBO

npenapara B amnyine («1J{.»),
nyte  BBeseHus  («IT/K»),
Homep cepuu  (OyKBEHHO-

uudposoe o6o3HaueHue),
nary HCTEHEHH cpoka
TOJIHOCTH.

Ha oTtHkerke ammyiibl ¢
BAKLIMHOM YKa3bIBAIOT:

CokpaliueHHoe TOProBoe
HalMeHOBaHMe ripenapara
(BAKTPHUBUP),
N103HPOBKA/KOTHYECTBO

npenapara B ammyie (1 noza),
nyTh BBeJeHHS (MOAKOIKHO),
Homep  cepuu  (OYKBEHHO-

ungposoe oBo3HaueHue),
naty HCTEHEHUS cpoka
FOJHOCTH.

1)[lepBuuyHas  ynmakoBka -
PactBoputens (Boma  mas
HHBEKLHIA)

Ha amnyne wunu 3TuKeTKe
aMIyjisl  C  pacTBOpHTENeM
yKa3bIBalOT TOProBoe
HAaHMEHOBAHHE PACTBOPHUTESI,
KOJHYECTBO PaCTBOPHTENS B
amriyse (obwem B
MHIUTHIIHTPaX), HOMEp CepHH
(byxBenuo-LHdpoBoe
obo3HaueHue), aary
HCTeUeHHs Cpoka FOAHOCTH.

2) BropuuHas ynakoBKa.

Ha nauke ¢ KOMIIEKTOM
YKa3blBaKOT:

a) TOpProgoe HauMEHOBaHHE
npenapara (BAKTPHBHP
KoMOHHUpOBaHHAs  BaKuMHA
TIPOTHB  KOPHM, KPAacHyxXu Hu
napoTHTa KyAbTYpasbsHas

BusyanbHblit

1)ITepBrunas ynaxkoBKa-
Bakiuua.

Ha sruxkerke amoyiast ¢
BAKIHON YKASAHO!
Cokpauierioe  Toprogoe
HAMMEHOBAHHE npenaparta
(BAKTPUBHP).
AO3HPOBEA KOAHHECTRO
npenaparta B oamnyse (I
a03a),  UYTh  BBEABUUS
(OAKQIKHO), Homep
cepi (Oyxpenuo-
uudpoesoe odozHaueHue),
aara  ucreseHus  cpoka
POAHOCTH.

[)[TepBuuyHas ynakoBka -
Pacteoputens (Bona mns
HHBEKL i)

Ha smikerke aMiysast ¢
pacTBOpUTENEM  yKa3aHo
TOProBOE HaUMEHOBaHHE
pacTBoOpHTENS,
KOJIHYECTBO
pacTBOpHTENsl B amIyJe
(06veM B MHJUTHIUTpPaXx),
HoMmep cepuu (OyKBEHHO-
undposoe odo3HaueHue),
mata HCTEYEHHMs CpoKa
FOJIHOCTH.

2) BropuuHas yrmakoBka.

Ha nauke ¢ KOMIUIEKTOM
yKaszaHo:

a) TOProBoe
HaMMEHOBAHHE [perapara
(BAKTPUBHP
KomOuHHpoBaHHAs
BaKUMHA [POTHB KOpH,
KpacHyxXu M [apoTuTa
KyJIbTypanbHas  HBas),
TOProBoe HaWMEHOBaHME




Kupad), TOprosoe
HaWMECHOBAHWE pACTBOPUTENS
(BOMA I UHBEKLMIA);

0) rpynnupoBovHoOe
HaHMEHOBaHHE npenapara
(Baxunna ana npodUnakTHKH
KOPH, KPaCHYXH H MapoTHTa);
B) COKpalleHHOoe
HAaUMEHOBaHHe aepraress
perucTpalHoHHOro
yaocrosepenus
JIeKapcTBEHHOrO  Mpenapara
(AO «HIIO «Mmukporen») H
€ro TORapHLIi 3HAK;
r) aapec H
nepiaress
perucTpaLHoHHOrO
YAOCTOBEPEHHS
NIeKapPCTBEHHOTO MpenapaTa;
) nekapcTBeHHYW  (opmy
npenapata (MoQuaM3aT I
NIPUTOTOBJIEHUS pacTBOpa s
MOJKO’KHOIO BBEACHHS);

e) no3upoBky (1 no3a);

xK) KONMUYECTBO
JIEKapCTBEHHOro npenapara B
ynakoeke (10 amnyn BakUuUHbI
nmo 1 71o3e), KOJIHYECTBO
pactBoputens B yrnakoske (10
amnya pactBoputens (Boaa
I UHbeKUHMi) no 1 mu);

3) WHOpMALMIO O cOCTaBe

TesnedoH

JIEKapCTBEHHOro  npenapara
(Cocras) u cocTaBe
pacTBopuTENs (Cocras

pacTBOpHUTENA);

U) HOMEp CepHuM mpenapata M
HOMEp CepHH pPacTBOPHTENS
(6yxBeHHO-UHppoBOE
obo3HayeHHe);
K) aaty
nperiapara;
J) ATy MCTeYeHHs] cpoka
rOAHOCTH KOMILIEKTa
(KoMmiekT roieH 1o...);

M) ycoBust XpaHeHus
(Xpanute npu Temmneparype
oT 2 110 8°C. He
3aMOpaXHBaTh.);

H) nyts BBegends  (Ha

MpoOn3BOACTBA

BTOPUYHO  yMmakoBKe  He
yKa3aH, TaK KaK OH BIJIIOYEH B
Ha3BaHHe JIeKapCTBEHHOH
(opmsl);

0) YCIIOBHSI OTIYCKa,

1) npenynpeanTebHble
HAIMHCH: «CTepunbHOY,

((XpaHMTb B HEAOCTYITHOM

ISt nereit MECTe»,
«Conepur OCTaTOUYHYIO
TEXHOJIOPHYECKYID — [PHMECh
reHTaMHLUHHA cynedar

(cnenoBble KOMHYECTBA);
p) ITPHX-KOJ;

't
qaonansid
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e KOMIABRR?
jonal
wNationd
1mmunnb'\o\ogica\
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=

PErucTPatHOHHOro
YAOCTOBEPEHHSA
JIEKaDCTBEHHOTO
npenapata (AO «HIIO
«MukporeH») W ero
TOBApPHBI 3HAK;

r) aapec u TefedoH
nepiaress
perucTpaLHoHHOrO
YIAOCTOBEPEHHs
NIeKapCTBEHHOr 0
npernapatra;

[1) nexkapcTBeHHas ¢opma
npenapara (JquoduaMzaT
ISt NPUrOTOBNEHHA
pacTtBopa st
[1OJIKOKHOTO BBEAECHHSL);
e) nozuposka (1 noza);

) KOJIM4ECTBO
JIEKapPCTBEHHOIO
npenapata B YNaKOBKe
(10 ammyn BaxkuuHel o 1
no3e), KOJIM4ECTBO
pacTBOPHTENS B YaKOBKe
(10 amnyn pactBopHTEs
(Boma nist MHBEKUMI) 1O
1 mn);

3) MHQOpMAaLHA O cocTaBe
J€KapCTBEHHOTO
npenapata (CocrtaB)
COCTaBE  pacTBOpHTENs
(Cocras pactBopuTesns);
) HOMeEp cepuu
npenapata W HOMep
cepuu pacTBopHTEs
(byxBeHHO-LMppoBOE
obozHaueHue);

K) Jara TpOHM3BOJACTBA
npenapara;

N) jara UCTEYEeHHs cpoka
rOJHOCTH KOMIJIeKTa
(Komrutekt ronieH no...);
M) YCIOBHMS XpaHEeHMsA
(Xpauuts npu
Temmneparype ot 2 no 8°C.
He 3amopaxuBath.);

H) nyTh BBeAeHus (Ha
BTOPHUYHON YMakoBKe He
YKaszaH, TakK Kaxk OH
BKJIIOYEH B  Ha3BaHue
NeKapCcTBeHHOH hopMbl);
0) yCJIOBHSI OTIYCKa;

) npenyrpeaMTeNsHble
Haanucu: «CTepHIbHOY,

«XpaHuTh B

€LNOCTYITHOM [yIs JAeTei
cTey, «Conepxut

HOJIOTHYECKYIO
1Mech reHTaMHUMHa
nedat (cnenorele
KOJTUYECTBA);

p) WTPHX-KOJ;

c) cnocod MnpHMEHEeHHS
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c) crocod [IPUMEHEHHS
(«Cnocob  nmpuMeHerus: .
MHCTPYKLHIO no
MEAMUHHCKOMY MPHMEHEHHIO
(JIMCTOK-BKIAABILI) ),

T) CPENCTBO HACHTH(HKALHH.

(«Crnoco®  npuMeHeHust:
CM. HHCTPYKUHIO no
MEIMLHUHCKOMY
npUMeHeHHIo  (JIHCTOK-
BKJIAMBILI))Y;

T) CpeacTBo
MICHTHHKALIHH.

TpaHcnopTHpoBaHue

I[Tpu Temneparype ot 2 1o § °C.

He 3amopaxuBath

XpaHeHue

ITpu Temnepatype ot 2 a0 8 °C

. He 3amopaskiBath

CpOK FOAHOCTH

2 roja

[ara Beinycka

["onen a0

03.02.2026
31.01.2028

3akaro4eHne: Bakurna BAKTPHUBUP Kom6uuupoBanHasn BakLHa MPOTHB KOPH, KPACHYXH U MapoTHTA
KyJIbTypabHas KHBas, MMO(HAN3AT ANS IPUrOTORIEHUS PACcTBOPA JUIA MOAKOKHOTO BBEACHHS | N03a
cepun Ne M0O03426 B xomnnexTe ¢ pacteoputenem cepui NeT490925 coorBetcreyeT Tpedopanusam HJi

JHT-Ne (0014940)-(PT"-RU-090625

3aMectireib AMPEKTOPA 1O Kaveciey

JlvOposcekas GUA. ﬂ/ f} ,M/K

pRas

o080 res

W counanidt
Naviond Ly

DHO
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tologic?
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