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®reyY “HULOM um. H.b. I amanen” Munspgpasa Poccum
(Gunuan "Menraman" drpy “HULLAM um. H.d. amanen” MuHappaea Poccun)

MACIMOPT 2239
BAKUMHA TYBEPKYJE3HAS (BLK), nuocpunusar

AN NPUroToBNEeHUs cycneHaun ons BHYTPUKOXHOro BB AeHus 0.05 Mr/noaa
PerucrpauwonHoe yfloctoseperve P N0O01969/01 o1 31,03.2008 (Oata nameHeHus 04.04.18)

Homep cepun 851 » Hara Bbinycka 01._2025
KoHTponbHbii Homep OKK 4926 Cpok rogHoctn g0 01.2027
Ob6veM_cepun 7879 ynakosok

Konuvectso noa s amnyne 10 gos

PactBopurens - PacTBop Hatpust xnopuaa 0.9% ans NHbekUui
Homep cepuu 724 , Jara Brinycka 09.2024 _
KoHTponsHbIi HoMep OKK 4842 Cpok ropHocTn A0 09.2029

Obtemcepuu 18286 amryn

Lara Beinycka komnnekra 30.01.2025

AHanus_swinonHeH no P NO01969/01-040418, uam. Ne 12,3

Ne HaumenosaHue Tpebosanus no HJJ Peaynsratel koHTpons OKK
nn nokasarenein
1 Onucatue Nuocpmnuaar. OnHopogHas nopucras Macca, nopowkoobpaaHas umi | Jinocpunnaar. OnHopoatas nopucras
B BUAE TOHKOW axXypHoi TabneTtku (koneyka) Genoro unu ceetno- Macca, nopolikoobpasHas unu s suae
XenToro usera. Murpockonuuna. TOHKOM aXypHoii TabneTkn (koneuka)
CB@TNO-XENTOoro ygera,
"vrpockonuyna,

2 MoanuHHocTs 2.1. Mpu Mukpockonuu Ma3KoB, OKpaweHHbIX No umnm—HwnbceHy, 2.1. Tpu Mukpockonuy Ma33Kos,
2.1.Mukpockonuueckuit AONXKHbI ONPeAensTLhes OKpaleHHble B KpacHwlid user OKPAaWEHHBIX No U,vrmo-HmnbceHy,

2.2 KynbTypanbHbiii (kvcnoToycToRumBLIE) TOHKMe, NPSIMbIE UM CIIErka N30rHy Thie ONPenensoTes oKpaleHHbie B
ManouKn ANMHOM 1-4 MKM 1 WnpuHOH 0,3-0,5 mkm, vacto ¢ KpacHblit user (chnoroycmﬁumable)
HeBOo b WIMY B3RYTUSMM Ha KoHuax, He oBpasyiowye criop u Karicyn. | ToHKue, npsiMbie 1 clierka U30THYThie
2.2.Mpu nocese BakLWHL Ha nnoTHyto cpeny Nesexwrenta-Vencena Nanoyku [nuHoi 1-4 mkm u WupuHoi
uepea 26-30 cyT uHkyGavLmu npu Temnepatype (37+1) °C Ha 0,3-0,5 MKkM, He oBpasyiowme criop u
TOBEPXHOCTY Cpeabl KOMXHDI BhipacTaTh XapakTepHble wepoxosatbie| Kancyn. 2.2, Mpv nocese sakuuHbL Ha
NAOTHbIE KONOHUM 0T 0,5 10 8,0 MM B AvameTtpe Xentosaroro Usera ¢ MNOTHyto cpeny JleseHwTelHa-
TOHKUMI HEPOBHLIMU KpasiMy, Viencena vepea 26-30 cyT uHky6alwm

npu Temneparype (37+1) °C Ha
MOBEPXHOCTH cpeabl BuipacTaloT
XAPAKTEPHbIE WePOXOBATHIE NIOTHbIE
KonoHun ot 0,5 1o 8,0 My B8 AuameTpe
K@NTOBATOro LBETA C TOHKMMM
HEpOBHLIMW KpasiMu,

3 Bpems He Bonee 1 MuH nocne nodasneHus s amryny npunaraemoro Pactropsierca s pacreope Hatpus
BOCCTaHOBNEHUS pactsopurens ¢ 06pazosanuem rpyBonucnepcHolt roMorenHoik xnopnaa 0.9% B TedeHune 1 MuH ¢
npenapara cycneHaun, o6pasosaHnem rpy6onucnepcroii

I'OMOreHHOW cycrieHanu.

4 Mpo3paurocts u PacTeopeHas sakuvna aomxHa “MeTh Bug rpybosucnepcron Pacrsopennas sakuuna nmeet |

LUBETHOCTL pacTsopa CYCMEH3MN Genoro ¢ CepoBaTLIM UAW XerThiM OTTEHKOM LiBeTa, Ges rpyBoaucniepeHoit cycrieHam 6enoro
NOCTOPOHHUX BKITIOYEHWIA, UBETA C CepoBaThiM OTTEHKOM, Ges
NMOCTOPOHHUX BK/TIOYEHMIA,

5 Obuiee conepxanne Mokaszarens onTuyeckon norHocTu (Of1) nonxeH 6uiTh B npenenax o2

BakTepuii o7 0,30 a0 0,38 onTuyeckux eauHuy (OE), yro cooTeercreyer 1,0
MI/MI MUKPOBHKIX K18 TOK BLIX. :

6 | JuvcnepcHocrs Mokagsarens ANCMIePCHOCTI MONKEH BoiTh 1O TS 1,5. ﬁ\l“.""z‘(“‘\‘""::::l‘lz'”:\N

7 [oTeps B Macce npn He 6onee 5%, o ’«N:nhpml g N
BbiCyuImBaHuu ]mmu‘n“h@ug\u >

T Baxyym (8 amnynax, I"asosasn cpena s amnynax ¢ sakumion AOMXHa nasars 6negHo- HeAanaaLk no ABaRyyMOM.
3anasiHHbIX o rony6oe unu po3oso-ronyboe ceeyerue, Company bb"

BAKYyMOM)

9 Oreyrerave MNocroponkve BakTepu 1 rpubsl Ko mXHb| orc;TCTBoaaTb. $6n
NOCTOPOHHUX BakTepuii OTCYTCTBYIOT.




[ v rprbos

10 | AHoManbHas

BakuuHa nonxua 6eits HETOKCUYHa.

13 | TepmocTabunbrocth

BakuuHa HeTokcuyna

BakuvHa cneumdnyecky GesonacHa,
He CONePXUT BUPYNeHTHbIe
MukoBakTepum,

TOKCUYHOCTD

11 | Cneuuduyeckas Bakuuha nonxHa 6o Cneundonyeckn GeaonacHa, e gonxna
BGesonacHocTb colepxarb BUpYNeHTHbIe MUKOBAKTepUN.

12| Cneundmyeckas LonxHo copepxarscs ot 10 A0 20 MAH XU3HeCroCoBHbIX KneTak
aKTUBHOCTL BUX 8 1 Mr akLyHbl,

Ha repmocrabunshocrs NposepsiioT kaxayio 5-yio cepuio,
cooTeeTcaylomyio HJI. BakivHa nonxHa 6biTh TepMocTabunsHom,
Mpu xpaHeHun BakuuHbl & TedeHve 4 Henens npu TeMneparype
(8711) 2C wucno XKU3IHECNOCOBHBIX MUKPOBHBIX KNeToK & 1,0 mr
BakumHbl BLIX nonxwo cocrasnstes HE MeHee 25 % ot ux ucxogHoro
“nCna, KaTopoe onpefensioT B 06pasayax, xpaHmBumxcs npu
Temneparype ot 2 no 8 °C.

16.3 MnH KUBHECTIOCOBHBIX KneToK
BUX B 1 Mr BakuuHb,,

Mposepsior Kaxayio nartyio cepuio.
IMocnenHuir KOHTPOnb cepust Ne 850
(28%).

wramm

15 | Pacteopurens
BAKLUMHbI BLK
16 | Onucanme

17 | MonnuxnocTb

18 | MpospaurocTts u
CTeneHb MyTHOCTU

14 | DNponssoacTseHHbIi

IMponseoacTeo BakuHb) OCHOBAHO Ha CUCTEMe NOCeBHOr o
Marepuana. MocesHoii matepuan (cepusi) - nnocbunuaar cybwramma
Mycobacterium bovis BCG-1 (Russia) neroruposar s
"ocynaperaeHHoi KONNeKUUM naroreHHbIx MVIKpOOpraxnamos,
Poccust (FKIMM Ne 700001),

Pacteop HaTpua Xnopuna 0.9% ans WNHB ek

MpospayHas Gecusethas xuakooTs.

Tocesroit MaTepuan cepus 368 "uy" -
nobunuaar cybwtamma
Mycobacterium bovis BGG-1 (Russia)
(BenoHrpoBsaH B FKIMM Ne 700001),

PacTaop Hatpus xnopuga 0.9% nns
VHbekuui
lMpospavHas 6ecusetHas KNOKOCTD,

XapakrepHas peakuns A na HaTpuit — nonxen oBpasosatbes

AOMXeH 0Bpasosathes Genbi TBOPOXWCTHIN Ocanok,
HEPaCTBOpUMBITi B pasBeeHHON a30THOM KucnoTe 1 PacTBOPUMBIiA B
pacTsope ammuaka.

19 | CreneHb okpacku

20 | pH

]

21 | Mexannyeckue

HacTulbl,

8BeAeHus
23 | Crepunbhocrs

24 | MNuporenHocTs unu

BakrepuanbHsie
|| 9HOOTOKGUHAL |
25 | KonnvecreseHtoe

ofpeneneHne

BKMoveHns. 1.Bugumbie
HacTuuel. 2,.Hesuaumble

——
22 | Vasnekaembiti 06bem
NeKaPCTBEHHBIX hopM
4ns napeHrepansHoro

TMAOTHLIA 0cafok Benoro LseTa. XapakrepHas peakuus Ha X0pUaL

XapakrepHasi peakuns A Ha Hatpuit —
oBpaayercs nnoTHLIA ocapnok benoro
usera. XapakrepHas peakuus Ha
Xnopunsi — obpasyercs Genbii
TBOPOXUCTBIN ocanok,
HEPacTBOpUMbI B paase aeHHON
a30THO# KucnoTe pacTBopumblii u 8
pacTsope ammunaka.

Pacmopmenb A0/IXeH no Nnpo3payHocTH He oTnnYaTLes ot 8O 4bl.

He oTnnuaercs ot BOALI.

Okpacka pacTeoputens He HAONXHa oTnnyaThes o1 Bogb! UK
OKpaueHa He 6onee UHTeHCKBHO, Yem artanod B9,

Okpacka pactsoputens He
OTAMYAETCS OT BOAKI,

015,0 107,0

Cpeatee yucno HEBULUMbIX YacTuLL pagmepom 10 MkM 1 Bonee He
A[OnXHO npesbiwaTts 6000 B 1 amnyne, a cpegHee Yicno yacTuy
Paamepom 25 Mkm 1 Bonee He AONXHO npesbiwaTte 600 B 1 amnyne.

T — S
1. Busjumbie MeXaHuyeckue BKTIIOYEHUS 0OMXHbBI OTCYTCTBOBATH. 2,

6,49

1.Bunumsie mexanudeckne BKIIOYeHUS
oTeyTersyiar, 2.4actuy pasmepom 10
MKM 1 Bonee 1 vacTuya/ amnyna,
Yactuy pasMepom 25 mkm 1 Sonee He
o6HapyxeHo,

HonxeH 6uiTb He MeHee HOMUHanbHoro,

PacTeopurens nonxen 6o CTEPWIILHBIM,

PacTeoputens nonxen 6bITh aNMPoreHHbm vnu He Gonee 0,5 ES/mn.

Ot 0,0087 no 0,0093 r HaTpus Xnopuaa s 1 mn pacTeopurens,

26 | Ynakoska

27 | Mapkuposka

(repMeTHaaums non Bakyymom) unu AlllH-5 (repmetusauus non
VHEPTHBIM ragoM) ¢ KonbLiom nan TOYKOM nanoma us crekna Mapku

MMMM
BakuuHa —~no 0,5 mr (10 no3) vnn 1,0 mr (20 nos) s amnyne WIMNB-6 Bakuvua — 0,5 mr (10 nos) 8 amnyne

HC-3 unu NB 1-ro ruiponutudeckoro knacea. Pacteopurens —no 1

M, 2 Mn (ans 10 n 20 03 BaKLMHbI COQTBETCTBEHHD) B amnyne LUI]-2
C KonbLoM unn TouKoi uanoma ua Grekna mapku HC-3 unu NB 1-ro
FMAponTuyeckoro knacca. o 5 aMNYN BaKLMHLI (repMeTUaaums
BaKyymoM/ repmeTuaauus non MHEPTHBLIM rasom) n 5 amnyn

pacteoputens (narte KOMMNeKTOB) B nauke KapToHHOW. Mo 5 amify
BakUmMHb! (repMeTusauus NOA VHePTHbIM rasom) B KOHTYPHOR
A4efKoBol ynakoeke u 5 amnyn pacrsopurens s KOHTYpHOW’
A4EVKOBOH ynakoske (GERS KOMNekToB), o6e AHEUKOBbIE ynakow
nayke kapToHHol. B nayky sknanbisaioT VHCTPYKUMIO no
MEDVLMHCKQMY NPUMEeHeHuiq. Lns amnyn WNB-6 A0ononsuTensHo
BKNagbiBaoT cKapubukaTop amny b Heli,

Mepeuuras ynakoska, Ha AMRY bl C BAKLIMHOW U pacTBopuTenem

HEHOCST MapkUpoBKY TpyaHOCMbIBAEMOI! Kpacko crnocotom

Lp ,'“
nkNAG6R: [19.Hanh 5

S e

1,1 Ma

Pactsopurens crepunen.

Pacteopurens anvporexeH.
Conepxxanue BakTepuanbHbix
SHAOTOKGMHOB He Gonee 0,5 ES/mn.
0,0091 r,

AWH-5 (repmetuaauns noA UHEPTHBIM
ra3oM) ¢ TouKoit n3anoma ua cTekna NB
1-ro rugpommtudeckoro knacea.

AGFRORUTE

B T-ro. it

bll

(rep:q}iir:_uﬂrauwﬂ nog;y

PTHBIM rasom)
B KORRYpHOIR siueiik BU¥ ynakoske u 5

# BKOHTYpHOR

Kedhats
08 Fhieikosble B

lMepsuytas ynakosxa. Ha amnynei c
BaKLMHOI 1 pacTeopuTenem HaHeceHa




KannecrpyiHoin nevaTy unu TUnorpagckum crnocobom Ha
camoknesylocs atukeTky. Ha amnyny ¢ npenaparoM HasocsT;

COKpalierHoe HauMeHoBaHMe NPeAnpUATUS-NpouasoaTEns
(Mearaman) nnm ero 7IOroTUM, COKPaWEHHOE HauMeHOBaH e
npenapara (BakuHa BLIX), kommuectso mr u wieno [103 BaKLViHbl
BLX, noauposky, HOMEp cepuu, 4aTy BbINYCKa W CPOK rOAHOGTH,
LononkutenbHo MoryT 6biTh HaHeceHb! YCNOBWA XpaHeHusi u
NPeRynpexaaiowas Hapnics: «XpaHuThb B HEeAOoCTYNHOM Anst neren
Mecte, "epMeTuaupoBaHo noa VHEPTHBIM rasoM.». Ha amnyny ¢
PaCTBOPUTENEM HAHOCAT: COKPAWIBHHOE HauMEHOBaHEe
NpeAnpUATUS-NponsBoAnTens (Mearaman) unm ero noroTwn,
Havmerosanue npenapata (PacTeop HaTpus xnopwna 0,9% ais
UHBEKLWHA), 06 beM B Mn, Homep cepui, naty sbinycka u cpok
FOAHOCTY. JLoNOAHMTEMbHO MOXET BbiTh HaHeceHa
peAynpexnaiowas HaaNUeh: «XpaHuTs s HeZloCTynHOM Anst neteit
mecre, "epmeTusnposaHo nog VHEpPTHbIM rasom.». Bropuunas
ynakoeka. Bropuuxas ynakoska. Ha nayke KapTOHHON yKasbiBaloT:
HaumeHosaHue f'lpeﬂanﬂTMHﬂpGMSBOAMTBHH, apgpec, Tene(:bOHbl,
dpakc, ctpaHy, norotun NPeAnpUATUS-NPOU3BOANTENS U NIOroTUN
HepXarens perneTpaUmoHHoro Ya0CToBepeHus, nonHoe
HanMeHosaHue npenapara, nekapeTeeHHyIo opmy, criocot
NPUMEHEeHNA, JOIUPOBKY 1 KONIM4ECTBO 103 B YyNakoske, ycnosus
0TnycKa, KOAMYECTBO amryn ¢ BAKLMHOM, KONMYECTEo £03 Npenapara
B amnyne, nHchopmaumio o coctase, Homep cepu, AaTy Brinycka n
CPOK roQHOCTY Npenapara; HauMeHoBaHUe pacreoputens,
KonutecTeo amnyn, o6bem B M, Homep cepim, flaty Bhinycka v cpok
FOAHOCTU; HOMEP PerucTPaLMoHHOro YHAOCTOBEPEHMS 1 Cpok ero
,ueﬁcrama, ycnosug XpaHeHus, npegynpenutenbHble Hagnuew.
«XpaHuTh B HEAOCTYMHOM ans AeTel MecTe.», « epmeTU3MpoBaHo
o4 NHepPTHLIM Fasom»/ «l‘epmemamposano NoA BaKyyMoMm»,
WTPUXoBOR Koa. JornonHuTensHo Ha nayKe KapTOHHOM MOXeT BbiTh
HaHeCceHo CpeACTBO UReHTUdKaLWN (KOHTPO/BHLI
MREHTUOUKAUNOHHBIN 3Hak (KI3)), Homep GTIN, Homep
noTpeduTeNbeKo ynakosku (MHd opMaums MOXET BbiTh HaHeceHa
METOROM NeyaTh U CTukepoBaHuem).

MapKUpoBKa TUNOTpPaCkuM croco6om
Ha caMoknealyiocs atnkeTky. Ha
amnyny ¢ npenaparoM HaHeCeHbI:
COKpaweHHOE HauMeHoBaHue
NpeanpuaTua-npoussoauTens
(Megraman), COKpalleHHoe
HaumMeHosaHue npenapara (BakuwHa
BLX), konnuectso mr u qucno 103
BakUmMHbl BLIX, nosuposka, HoMep
Cepuw, narta BuINycKa v cpok
rogHocTu. Ha amnyny ¢
pacTBopviTenem HaHeceHb!:
COKpalleHHoe HauMeHoBaHue
NPERNPUATUS-NPOUSBOANTE NS
(Menraman), HavimeHosaHme
npenapata (PacTsop HaTpus xnopwaa
0,9% pnst uHbexkuui), 06bem g mn,
HOMep cepuy, faTa Buinycka v cpok
roaHocTi. Bropuydas ynakoska. Ha
nayxe KapToHHOW ykaaaHb!:
HauMeHoBaHue npeanpusTus-
npounsBoanTens, agpec, TenedoHsi,
thakc, cTpaHa, noroTUN NpegnpPUATIS-
NPOU3BOAUTENS U NOrOTUN
AepXartens perucrpaunoHHoro
YA0CTOBEPEHUS, NonHoe
HauMeHoBaHue npenapara,
nekapcTeeHHas hopma, cnocob
npuMeHeHust, A03nposka n
KONMM4ECTBO 403 B ynakoske, yeiosus
OTNYyCKa, KONUYECTBO amnyn ¢
BaKUUHOW, KonmyecTao [03
fpenapara B amnyne, uHcopmauuio o
cocrase, Homep cepum, gaTa Bbinycka
Y CPOK FOAHOCTY npenapara;
HalimMeHoBaHue pacTsoputens,
KO/M4eCTBO amMnyn, 06bem B Mn,
HOMep Cepum, nata BLINycKa U cpok
FOLHOCTY; HOMEP pervicTPaLnoHHOro
YROCTOBEPEHMSt U CPOK ero fefcTaus,
ycnoeus xpaHeHus,
npeaynpesurensHble Haanueu:
«XpaHuTL B HELOCTYNHOM fs nerteit
MecTe.», «I"epMeTuauposaHo nog
YHEPTHBIM ra3om»; WTPUX0BON Ko,
CPEACTBO UneHTUM UKL
(KOHTPONbHBIN WASHTUD MKALUMOHHBLIN
3Hak (KU3)), Homep GTIN, Homep
notpebutensckoi ynakosku,

28 | TpaHcropruposka TpaHcnopTuposarts no G 3.3.2.3332-186, npu Temnepatype or 2 no 8| Mpu Temneparype ot 2 1o 8 °C.
°C.
29 | XpaHeHue XpaHutb no CM 3.3.2.3332-1 6, npu Temneparype ot 2 #o 8 °C. Ipw Temnepatype o1 2° 710 8°C 5
XpaHuTh B HEAOCTYNHOM ans AeTeli MecTe. HEeAOCTYMHOM fnst neTel MecTe,
30 | Cpok rogHocTu S PR
BaKL{WHbI stie (0] 0O A
~ A
31 CpOK rO’QHOCTM ﬁﬁl’ﬂﬂeﬂTﬂil.ll‘H:]H
pacTeoputens MYHO0HO: 10T HYCCRAs
ROMIAHMAY
«.\':xtiqnnl )
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