PA3PEIIEHHE
Ha BBOJ, B TpakJanckuii o6opot B Poccuiickon Desepannu cepuu Uil napTin
npousseeHHoro B Poccuiickoit deepanuy Wi BBOSUMOI'O B Poccuiickyro ®enepaiuio

MMMYHOOHOJIOr IIECKOr0 JIEKApCTBEHHOIO Ipernapara
No P006-00110-77/02575103 ot 02.07.2025

Boigano AxnponepHoMy oomecTsy "HayqHo-IIpou3BO/ICTBCHHOC 00bEeUHEHHE 110 MEJULIMHCKUIM
MMMYHOOHMOJIOTHYECKAM  TIperaparam "Mukporer", Poccns, 115088, r. Mocksa,
yi. 1-a Jlybposekast, . 15, crp. 2, UHH: 7722422237.
(HaMMEHOBaHKE IOPUINYECKOro IMLA, ropuauueckuii anpec, MHH)

®epepanbHas cayxk0a 10 HAA30py B cdepe 31paBoOXpAHEHU HA OCHOBAHIH 3aKJII0YeHUs
UCIILITATEIFHOTO ~ IIEHTpa OKCIEPTU3bl  KayecTBa ~ MEIUIMHCKUX UMM YHOOHOJIOTUYECKHIX
npenapatop deepanbHOro rocyAapcTBEHHOTO 6ro/pKeTHOro yupexaeHus "HaydHbiid IEHTP
SKCIIEPTH3BI CPEJICTB MEAMIIMHCKOTO NPUMCHEHHS " MIUHICTEPCTBA 3APpaBOOXpAHCHI Poccuiickoi
denepanyn

(HauMeHOBaHHUE (enepaTbHOr0 FOCYIAPCTBEHHOr0 OIOKETHOrO yUpeKISHNUST)
or 01.07.2025 Ne 557/HLIDCMII paspemaer BBOX B IPaKIAHCKHII 000pOT
(mara) (Homep)
B Poccuiickoii ®eaepanuu HMMYHOOHOJIOTMYECKOr0 JEKApCTBEHHOI0 Mpernapara
BaxiHa TyOepKye3Has Uil IaAsmel nepBudHON MMMYHU3AINH (BIDK-M)
(TOproBoe HaMMEHOBaHKE)
Baxrpga ist nporiiakTuKy TyOepkynesa
(Memnyﬂapom{oe HenaTeHTOBaHHOE HAUMMCHOBAHNC (prﬂHI/IPOBOqHOG NI XHMM‘!GCKO&)
NAOGUIN3AT IS IPUTOTOBJICHUS CYCIICH3HUH JUIs BHYTPUKOXHOTO BBE/ICHUA 0.025 mr/no3za
0.5 mr (20 703) - aMITyJIBI (5 LIT.) - [TAYKH KapPTOHHBIC /B KOMILJICKTE C paCTBOPUTEIICM:
HATPUS XJIOPUJ] PACTBOPUTEIND JUISL IPUTOTOBJIEHUS JICKAPCTBEHHBIX dopm st mHBeKIHi 0.9%
(amrynsl) 2 MiI-5 ./ - JUIs IedeOHO-POQUIaKTHICCKUX YUpEKICHUM
(dopma Beiycka (¢ ykazaHueM JIeKapCTBEHHOH dopmbl, 103MPOBKH, HACOBKM) U KOIHYECTBO B yMaKOBKe)
o0beM cepuu

cepuu  C51025 (cepust pacCTBOPUTEI T1050324) , 1659 ,
WM NAaPTHH
(HoMep cepHu) (KoNMuecTBO
P yIaKoOBOK)

rogen no 06.2026
(CcpoK romHOCTH)
NPOU3BOJACTBA AKI[MOHCPHOI'O obmiectBa  "HaydyHO-TIpOM3BOACTBEHHOE OOBETMHEHUE IO
METUIIMHCKAM HMMYHOOMOJIOTHYCCKMM IIpenapaTam "Muxporen" (AO "HIIO "Muxpores"),
Poccust, 355019, CraBpononbekuii kpaid, r. CTtaBpononb, yil. Buonoruueckas, a. 20 (Bce cranuu,
BKJTIOUAS BBITYCKAIONIUHA KOHTPOIb KAUeCTBa).
(HaMMEHOBAHKE U aPec MPOU3BOAUTEIIS (C yKa3aHUEM cTafuil NPOU3BOACTBA)
Perncrpanuonnoe yaocropepenue N JITT-Ne(005822)-(PT-RU) ot 18.06.2024.
JlepkaTeab  PerucTpalMOHHOrO  yAOCTOBEPEHUS Axumoneproe  obmectso  "Hayuno-
IPOU3BOJCTBCHHOE OOBEJMHCHUE MO MEJUIMHCKIM MMMYHOOHMOJIOTHUECKUM IIperapaTam
"Muxporer" (AO "HIIO "Muxporen"), Poccus, 115088, r. Mocksa, yiL. 1_%‘&@‘%’;@& o 15,
* 0O

b
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Toprosoe nanmenosanue JI1

M SHAYHAPOAHOL HONATEHTOBAHHOE, HiIH PRYIHHPOBOY-

eI COI IT-KO-08-025

AxuunonepHoe 001HIECTRO
«Hay4HO-IpOn3BOACTBEHHOE 00BEIMHEHHE 110 MEANIMHCKHM HMMYHOGHOIOrHUECKHM npenaparam

«Mukpores»

Anpec MecTa OCYIIECTRICHMS NTULIEHINPYEMOTO BUAA ACATENbHOCTH,
Pocens, 355019, Cragpononsekuii kpait, r. Crapponosns, yi. Buonornueckas, 1. 20

HACHTOPT Ne 52 om 21.04.2025 2.

Bagumuna tybepxkynesuas jas magsuieii nepeny-

woit pmmyrmzanmnn (BHA-M)

HOC, HITH XHMKMCCKOL HAUMCHOBAHNWE

Jlexkaperrennas Gopma

Jo3upoBka

Permerpanunonnoe yaocrosepenue
Hara rocynapersennoii perucrpatm JIIT

Baxuuna ang npodunakruku ryGepkysiesa

RHO@}}H}U'B&T OIS NIPUTOTOBACHUS CYQHICHIMH

JU1SE BHYTPHKOIKHOTO BBEAEHHS
0,025 mr/noza

Jlara BHecenus waMeHeHui
B PETHCTPALIMOHHOE yaocToRepeHue JITT
{Aara 3aMeHbl PETHCTPALIMOHHOTO

yiaocropepenus JII)
Homep cepuun

C51025
Konuuecrno, en. uameperns

16589 ynaxosok

Henerranug nposenenst no HJL JITL-Ne {0()5827} (PI-RU}-180624

Jara Beimycka

JHI-Ne(005822)~(PI-RU)
18.06.2024 r.

04 25 Tounen no 06 26

Nokazarenn

TpeGosanus no HJ JITT-Ne(005822)-(PF-RU)-
180624

PeayanTaThl KOHTPOJH

Onucanue

Hopucras macca, nopowkoobpasHas wi¥ B BHAE
TOHKOM axypuolt Tabietxu Gemoro wnm ¢BENO-
HENTOTO LBETA, JTKO OTACHMIOUIANCS NPH BCTPAXH-
BaHItW 0T JHa amMiyasl. [ Hrpockonasua,
Boccranopnennas  Baximua - rpyfoaucuepenas
cycneHans GEl0T0 ¢ CepoBATHIM MM HKEITOBATHIM
OTTEHKOM UBETA, (€3 OCTOPOHHKX BEIOUEHMIL.

IMopucras wmacca, nopoukooGpasHas Hauy B
BU/E TOHKOH amypHoit Tabnetku benoro nse-
T4, JETKO OTACIAIOMANCS NPH BCTPAXHBAHUM
oT aHa amnyast, Furpockonyana.
Boccranosnennas Bakuuaa - rpyGoamwcriepe-
Hasm cycnewsyus 0CROre ¢ CCPOBATHIM OTTCH-
KOM 1tBeTd, 683 HOCTOPOHHIX BRIIOYCHHIL.
COOTBETCTRYET

Homwmunocrs

Hpu MuKpockonun Maikos, okpadiessnix 1o Lumo-
Hunbeeny, SOMKHBI OUPRASNTLECS OKPALICHHLIE B
KpacHblil 1BeT (KHCA0TOYCTOHUMBBIE) TOHKHE, Nps-
MBIC MM CHETK2 M30THYTHIC Nanowxy wimHoll 1—4
MKM #npusoit 0,3-0,5 Mim, vacro ¢ HeGoabiMu
B3 THAMY Ha KOHUAX, He 00pasyiomue crop U Kan-
Cym.

Hpwu nocese Baxumuir Ha ninotHyw cpeny Jlesen-
wireiina-Hencena uepes 28-30 CYT MHKyOaumm npu
remaeparype (37&1) °C na noBepxHOCTH Cpeisl
JONKHBL  BBIPACTATL  XAPAKTepHLIC HIEPOXOBATHIE
HaoTHele koaouud ot 0,5 no 80 MM B amamerpe
HKENTOBATOTO UBETA ¢ TOHKMMH HCPOBHLIMHU KpagMu

MukpocKkonus: okpanieHHble B KpacHbll naet
(KHCAOTOYCTOHUNBBIE) TOHKHE, CIErka H3o0-
PHYTBIE RATOYKH ANMHON 1-4 MKM W wHpu-
noit 0,3-0,5 Mxm, ¢ HeGONBMUMY BIAYTHSMH
Ha KOHIAX, CHOP U Kaneys He obpasyror
CooTReTCTRYET

Xapaxtep pocTa ~ DIGPOXOBATHIE [LIOTHBIE
kojtonnn o1 0.5 1o 8.0 Mm B uaMerpe xeato-
BATOPO LBETa C TOHKUMI HEPOBHBIMY Kpasmit
CooTpeTcTRYET

Bpewms Boccranosie-
HUA nipenapara

He Sonee 1 mun,

B reyenue 1 mun,
CooTeTcTRYET

HpoxoanmocTs uepes
Uy

Cycnien3us npenapara nocie BCTPAXABAHNS J0KHA
cBOGOHO NPOXONTS B LIAPHL Yepes urny 0,45x12
MM.

CycneHsus ﬂpeﬁap'im nocie BCTpmHBaHm
CBOOOAHO NPOXANHTRIIRY
0,45x12 MM 02 0 %

> LR
L(){)TBETQ?B&‘; A qanponansiat N\ X

oy jous i TN 0‘
Obuee coagpxanne Hoxasarens onrnyeckoll niotHocTs sakuuel, pas- | 0,16-0,105 wmnu(mnnns:}:‘f“
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Toprosoe Haumenopanue JII1

@01 COIl IH-KO-08-025

HACHOPT M 52 om 21.04.2025 2.

(BIDK-M)

Howmep cepuu C51025
Konuyuectso, en. usmepenus 1659 viakosok

Bal\ﬂﬂ HATY chkv:xemax s aanmei HEPBHYUHO i um MYHHIAUHH

Pepmernanocts
(BaKyym)

AMIYJIBL ROMHKHBI OBITE TePMETHUHB (raz0Bas cpena
B aMmiyliax JOMKHA Jasath OGneaso-ronyboe unu
pososo-ronyboe ceeyenue)

AMIYAB FEpMETHYHBL
CootsercrByer

OreyTersue nocto-
ponnux daxrepuit u

Hocropouuss  mukpoduopa  (Gaktepun, rpubnt)
AOMKHA OTCYTCTBOBATE 38 MCKIHOYeHMEM MHKOGaK-

Hocropontss muxpodiopa (Gaxrepuu, rpu-
Obl) OTCYTCTBYIOT 33 HCKMOYEHUEM MuUKobax-

rpuGos Tepuit BLDK Tepuit BLDK
Coorsercraver
AUOMATBHAA TOKCHY- Homxsa O61Th HETOKCHYHOR Heroxcnumas
HOCTH Coorpercraver
Creunduueckas Baxiwna He 10MKHA COePKaTh BHPYICHTHBIX MU- | Bakimna He COHEPICHUT BUPYACHTHBIX MHKO-
BesornacHoCTs xobaxrepuit Oaxrepuli
Coorsercryer
Crienugirueckas ax- Ot 15 50 23 man. sxu3necnocobHbx kietok BIDK 8 | 21,1 man/mr
THBHOCTH 1 mr mukobaxrepuit BIDK CooTBeTCTBYET

Tepmocrabuannocts*

Hosxua OpiTe TepMocTabUabHON

Hpowssosncraen-
HBHH nrramm

Baxuunneilf miramm BLUK — Mycobacterium bovis,
cyburramyv BCG-I (Russia), AenoHuposan B ocy-
JEPCTBCHHON KOMEKIMN TATOTEHHBIX MHKPOOPTa-
nuavos (TKIIM) ©FBY «HIDCMI» Munsapasa
Poceunn, Poccrs (Ne 700001)

Bakuuuustit wramy BLOK — Mycobacterium
bovis, cyburramm BCG-I (Russia), ASHOHHPO-
BaH B 1'0CY ZapCTBEHHON KONNEKIMH TATOTEH-
HBIX  Mukpooprammsmos  (TKIIMy @BV
«HUDPCMID» Munanpasa Poceuny, Pocons (Ne
700001)

CootretcIByer

Pacrsopurens, Bunyc-
KaeMblH B KOMIUIEKTE ©

Hatpust Xa0pu pactBOpHTENh is NPATOTORISHIS
JIEKAPCTREHBBIX GOPM U uHBekimit 0,9 % (J1I1-

Harpus X#0opui pacTBOPHTENL LIS IPHTOTOR-
JIEHHST NIEKAPCTREHHLIX (BOPM MNA MHBEKUHI

npenaparom No(Q01316)-(PI"-RU}-171022) 0,9 % 2,0 ma cepus (T1050324), nara ucre-
YCHUS CPOKa roaHoeTH 1o (02 29)
CoortBercTnyer
Ynakoska Hepsuynas ynarxoska - aMmynel M3 CTeKNa Mapky Hepsuunan ynaroska - aMiyasl W3 CTeKNa
NB 1-ro raAposuTHIECKOre Kiacea. mapxy NB 1-ro ruapoarruueckoro knacea.
To 20 nos (0,5 mr) BakuwmBs! B ammnyne. o 20 #03 (0,5 mr) Bakuumsr B aMnye.
Ha amnysy ¢ Bakumsoii nanocst sTHKeTKY camoisre- | Ha amayny ¢ BAKHMHON HaHeceHa ITHKETKA
AMYIOCH. CaMOKIEANancs.
PacTeopurens (HaTpus XJIOPHIL PacTROpHTEN: Lis PactBoputen (HATPHA XJIOPUH PACTBOPHTENS
UPHPOTOBNICHUS JICKADCTBCHHBIX (OPM [N HHBEK- | ANA MPUTOTORJIEHHS [EKAPCTBEHHBIX dopm
uuit 0.9 %) — 1o 2 Myt B amiyse B COOTBETCTBAM € | JUist uubekiwit 0,9 %) — no 2 M B amnylie B
tpeGosanmamu (JIT-Ne(001316)-(PI-RU)). cootBetcTBHM ¢ Tpebosanusmu  (JITT-
Ne(001316)-(PT-RU)).
Briopunas yrakosxa — nayKka KapTOHHA. Bmopuvnas ynaxoska - natka KapToHHas,
Kowmrurexr cocrour uz 1 aMIylibl BaruHae! 1 1 am- | KoMnaext coctont us 1 aMny bt BakuuHer o |
MIYJihl PACTBOPUTENS, AMIIYJIBI PACTBOPHTEISL.
I1o 5 komruiekToB B Natuke KAPTOHHOU ¢ URCTPYKUK- | I]0 5 KOMIEKTOB B Nauke KapTOHHOH ¢ HH-
el no NPUMCHeHUIO (HMCTKOM—BK{]Q,&ML{I&M} B HO- {:prKth‘ﬁ no OPHMCHCHHIO (JIHCTKGM-
HOM  aMIYTbHRIM HAN CKapU(UKATOPOM aMiylb- | BKAagbleM) u CKapUGUKATOPOM aMIYIBHBIM,
HBIM. CoorBetcTRYET
Mapkuposka 1) Neperunan ynakoska., Ha stnxerke amnysst ¢ | 1) HepBuunas ynaxorka. Ha stuketxe am-

BaKUHMHON  yKa3hiBAIOT: COKPALICHHOC TOPrOROE
HaumeHosanue npenapara (Baxunwa BLRDK-M)., ao-
suposry (0,025 mi/nosa), koyvnectso npenapata B
amnyse (20 203), nyTh BResends (BHYTPUKOKHO),
HOMEp cepun  (Oykmenuo-undiposoe  ofa3uave-
HUEF ) maty uCTedeHus cpoka ropmHocTH (rogen
0. ).

Ha amnyne une Ha aTHKeTKe aMnyast ¢ pacTBo-
PUTCIEM YKa3hIBAIOT: TOPrOBOE HAUMEHOBAHNE Pac-
TBOPHTENR, KOHUCHTPAIMIO, KOMIUECTRO B aMmyJse
(B ML), TIYTE BBEACHNS (Ha amnyie — «JUIH MHD-
EKLIMM», na stuxerxe aMyibl — «Mug unner-

NYJBl © BaKUMHOH YKa3aHbl: COKpameHHOe
TOprosoe HauMenosauue npenaparta (Rakiu-
Ha BLDK-M), noauposka (0,025 mr/aosa), ko-
JIHYECTRO npenapqm B ammyie (20 Aos) nyTh

& danveH xg; e pzmmop;xh

el dm‘nq\‘gg@ﬁm #d‘c‘ﬁm PHTENb A8 NpY-
roTaRIH IS aé‘m‘pk e ;z&ijy{%’ HOPM LIS HHL-
ERUIBOR gy (99, roanyecTro B
5./ *
: £
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Toprosoe naumenosanue JIT

@01 COIT II-KO-08-025

HACITOPT Me 52 om 21.04.2025 2,

(BIIK-M)

Homep cepun C51025
Konuuectso, ea. uzmepenns 1659 vnakopok

Bakuuna ryGepxynesnas s mansireli nepsuvHoii HMMyHHIAIHN

Hui»), Homep cepun (Byxsenno-uudposoe 06o3na~
geHue ™), naTy MCTeHEHUS CPOKa TONHOCTH.

2) Bropuunas ynakoBxa.

Ha nauxe yKa3blBAlOT: TOPIrOBOC HANMEHOBAHME
npenaparta (Bakuuna TvGeprynesnas jiny wansied
neppudHol ummynnsauun (BLDK-M)); rpymmupo-
BouHOE Hanvenosauve (Baknuna ang npodmnakru-
kit ry0epkyaesa), COKPalieHHOS HAHMEHOBAHME
HAepIKaTeNs PErUCTPAUNOHHOTO ¥A0CTOBEpE-
HUA/IPOB3BOANTENS  JICKAPCTBEHHOTO  Tpenapara
(AC «HINO «Mukporeu») u ero TOBapHelil 3HaK;
agpec ¥ TeaeoH AEPHATETA PETMCTPALMOHHOND
YAOCTOBEPEHUA/NPOMBBOAMTEN  JICKADCTBEHHOTO
npernapard; COKpamleHHbili  anpec TPOM3BOICTEA
(crpana, ropon); nexapcTBeHuyio Gopmy (THoHH-
JW3AT JUIS NPUIOTOBJICHUS CYCHICHINM VIS BHYTPH-
KOXHOre BBelCHHA), nosuposky (0,025 mr/aosa);
KOWYECTBO NEKapPCTBECHHOTO Mpenapata B YIaKoB-
Ke; MHGOPMALHIO O COCTABE JICKAPCTBEHHOTO Npe-
mapata (5 amiya sakuusel 0o 20 103); HoMep cepun
(Oyksenno-uupponoe  obosmavenne™ ) u  gary
npoussojcTRa Bakunsbl (Jlata npowsn.), ceeacHns
0 PACTBOPUTENE: HAUMEHOBAHNE PACTBOPMTENH, e~
Kapereensas opMa, KOHUEHTpatus, coctas (1 M),
KOJIMUECTBO DACTBOPUTENA B yHakoske (5 amuyn
pacTBopuTens no 2 Mi), HoMep cepun (OyKBeHHO-
uupposoe  obosnaueHne™ ¥} pacrsopurensd nary
UCTEUCHUS CPOKA TORNOCTH KOMIUICKTa; YC/IoBus
XPAHEHMs; YCHOBHA OTIYCKa; NPEAYIPEANHTENbHbIE
HAAMHCH, [UTPHX-KOZ; Cnocob npumeneHus (oM,
HHCTPYKIMIO 1O MEAMUMHCKOMY IPHMEHEHUIO (J11-
CTOK-BKNABI)}; CPEACTBO MISHTHQHKAINN.

i Byxsenno-nudporoe 06o3HaYeHHEe HOMEpPa Ce-
pun npenapara WunHM pacTBOpHTeNs QopMupyercs
n3 Gykpenuoro ofo3HauCHUA CTPYKTYPHOTG NOJ-
pasaciieHus [POUSBOIAMTENS M  HOMepa  Cepnu,
nanpusep: CXX wnw TXX, rae C (1) - 6yxsa, obo-
3HaYaouas CTPYKTYpPHOE Hoapasienenue-
npoussoutesh (unnanst B 1. Crapponons, r.
Tomek), XX - nomep cepun.

ammyse (2 Mit), AyTh BBeICHHS (Ha aMmriyie ~
«JI1S1 UHBEKIAM», na sTikeTke aMITys! —
«Jlns nubekumite), Homep cepun (T1050324),
ZIATa HCTEUCHHA cpoka roanocTy (02 29).
2) BropuuHasg yHakonka,
Ha nauke ykasausl: TOProBoe HAWMEHOBAHMC
npenapata (Baxuuna TySepryviessas ang wa-
mstel nepsatrol nvMysmanun (BLI-M)):
rpynnMpoBoyHoe  Haumenosanue (Bakmuna
A8 NpOGUIAKTHIY TyOepKyiesa), CoOKpateH-
HOC HaiMEHOBAHHC ACPKATENS PErHCTpaiu-
OHHOTO  VJAOCTOBEPEHUA/IPOUSBOANTENR e~
xapcisennoro npenapara (AQ «HITO «Mux-
pOTeH»), €T0 TOBAPHbIN 3HAK (NPHCYTCTRYET):
anpec u 1eedon mepkaTens perHCIpPauon-
HOTO  YIOCTOBEPEHUA/IPOU3BOANTENS NeKap-
cTBeHHOrO npenapara (Poccus, 115088, r.
Mocksa, ya. 1-a JyOpoeckas, a. 15, cip. 2,
Ten. ((495) 710-37-87); coxpamenusiit agpec
npoussoactea (Poceus, 355019, Crasponons-
ckul wpalt, . CraBpornogs; JexapcTBeHHas
dopma  (auouinnNIaT ANY  OPUTOTOBACHHUA
CYCHCH3HN A% BHYTPUKOMXHOIO BEACHHSN);
Acsuposka (0,025 mr/nosa); KOAHYECTBO Jie-
KapCTBCHHOIO Tipenapara 8 ynakoeke (3 am-
nyi BakuiHe 10 20 a03);
nHPOPMAIMS ¢ COCTABE JICKAPCTBEHHOTO Npe-
napara ([locne BOCCTAHOBICHMA OiHa 033
(0.1 My conepwmur:_Heiicmeviomee aeue-
cmeo: MHUKpOOHBIe Knertkw Mycobacterium
bovis  BCG-1 - 0,025 mr, Benomosamenvhoe
GRIECHGO, HATPUA IIyTaMara MOHOTHApAT -
ue Bonee 0,15 wr); vomep cepuy (C51025) u
ara npoussoacTea Bakuuust (84 25); ceese-
HUA O PacTBOPUTEIES: HAUMCHOBAHNC PACTBO-
puteas (HaTpus  XJOPWA), JEKAPCTREHHAs
dopma (pacTBOpUTEs ANS NPUTOTORIEHHS
NEKapCTBEHKHLIX QopM Juis nHbekuuit), KoH-
uextpauus pacrsoputens (0,9 %) cocras
(va 1 wmur): matpus xnopun — 9 wmr; sona ans
HIBEKIUH — 20 | M), KONHYECTBO PACTBOPH-
TeNs B ynakopke (5 aMnys pacTBopuTens no 2
M), HOMED  CEepHU  PACTBOpHTENS
(T1050324); nara McTeYeHH CPOKA TOAHOCTH
romiekta (lomen 10 06 26); yenosus xpa-
Henus (XpaHuTh npu remueparype or 2 40 8
C); yenomus  ornyeka:r  «Jlas  neveSuo-
APOPMIAKTHIECKHX  yupekaesnii»;  npemy-
IpCANTENIbHbIE Haanucu (Xpauuth B HEno-
CIVHHOM Ada  JAeTelf  MecTe), WTpux-Konu
(4602789001689);  crioco®  mpumeneHna:
(Cnocob H_é&@ﬁ?%ﬁo‘%ﬁﬁc’rp) KIMIO 110
MEIHLIHRRO? e ﬂpmweﬁz/ BO  (JmeToK-
y o7 pumﬂ‘éb“’\}‘ gxmq Kat|y Haye-
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Toprosoe nanmenopanue JI1

Howmep cepun C51025

&01 COIT HI-KO-08-025
HACHOPT Mo 52 om 21.04.2025 2,
Baxuuna tyGepryeinas s maasieii DepBHIHON WMMYHA3ANNA

(BIDK-M)

Konnueerso, e1. usmepenus 1659 viakosok

Cpox rogHocTi
{CPOX rpaHeHis)

15 mec.

Jara soinyexa 02.04.2025 r,
I'vgen no 30.96.2026 r.

*Tlo 1anHOMY NOKA3ATENK KOHTPONUPYETCH KAk aas 5 cepust nperapara

SAKJIOYEHHUE: Jlexapersenusiit npenapar Bakunna tyGepkysesnas gas masineii nepBrH4HOi
ummysmsanun (BLPK-M) Bakuuna s npodunaxtuku ryGeprynesa, suodmiansar ans nparoToRIeHHs
CYCHEH3MH JUIsi BHYTpUKOKHOTO BBesenus 0,025 mr/mosa cepun C51025 coorsercreyer Tpebopannsm

HopmaTuBHON aokymenTanun JIT-Ne(005822)-(PI-RU)-180624.
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Harpust xiaopug

Axuponepnoe obUICCTBO

«Muxporen»

A}lpiz’:{t MECTa OCVILECTRACHHA JHUEHIHPYEMOTO BIAL ACHTCIBHOCTH!
634040, Tomckas obnacts, r. Tomek, yir. MBasosckoro, 8

HACHOPT Xe 129 om 02.05,2024 2,

Harpus XIOpHI paCTBOPHTENL [l HPUIOTOBIEHHS
AexapeTBeHHBIX opm s uabexuuit 0,9 %
Peructpanmonsoe yiocrosepenne JIIT-Ne(001316)-(PI-RU)

Homep cepru T1050324
Kosnmuecrro, en. usMepenns 42795 ammyn

Wenviranns nposeaenst no HJLJII-Ne(001316)-(PT-RU)-

171022

Hara srinycka 03 24

Tonen no 02 29

Tpebosanus no

Horasarenu HJLJIT-Ne(001316)-(PP-RU)-171022 PeayauTaThl KOHTPOIS
st Plioanamtne Boree Tt R R Hpospesnas becyeemuas HCuOROCHIL
e : Cuoomeemaemsyem
¥ . Pearyust noapocumensias
Oxpaluvsasne naaMern 8 wEathiil user h
b g ; Coomeememayern
Anenrudimranns

Obpazyeres Geantit TROPOXACTHIH 0CAAOK

Pearijus noI0XCUMENbHAR
Coomsememsyen

[IpospadnocTs Homxen 6bith NPo3pauHbv Hpespiapin
Pa3p i pasp Coomeememayem
: Becysemieni
LiseTHOCT Honxen 6biTh GeCUBETHBIM % /
Coomeememeyem
iy 5,40
pH Or5,0m07,0 !
Coomeememayem
BsaumMbie qactuim Buioepocuaaem mpedosanus
Ipenapar nonxen suyiepsusars rpebopanus ' PO Coomsememayemnt
Hesuaumpie 4acTRLb!
Mexanuxeckne = % -
el B oaxol aMnyne cpeaHes YHCA0 YACTHIL PRIMEPOM
¢} = . o
10 mxm u Gosee e posicno opesstutars 6000, a cpeanee Buroepxeneaem mpeboganiis
HUCAO ACTHIL pasMepoM 25 MM 11 Donee HE AOIKHO Coomsememayem
npessiats 600
O0BEM COURMPKHMOIe YHAKOBKH A0IBKEH GbITh HE MCHEE
HOMHUHANBHOTO, SCHH YIAKOBKH HCCHERYIOTCH
. MHIHBUAYATILHO,
Wasnexaemblii pbeag . .
obLen Jing yraxosok ¢ HOMHHAIBHBIM 00bMom 2,0 am
i 2 st 1 menee yamepenasi o6béM nomken Buith He Menee | Coomeaemcmsyem
CYMMBI HOMUHANLHBIX 00BEMOB HOCHCAOBRHHDBIX
YOUKOBOK.
Baxrepuanstisie [Ipenensnoe conepxanne GakTepHansubX sHaoToRCHIOE | Menee 0,25 ED/ua
IRACTORCHHB! 8 npenapare ne 6oaee 0,25 ED/ma Coomeemcmayem
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Or87m093wrslmn 8,90 sz 6 1 At
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Xpaneune Hpu temneparype He ppiiue 25 °C
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HACHOPT Ne 129 om 02.05.2024 2. Harpus xnopun

Noxazarean

TpeGorauus no
HJLJIE-Ne(001316)-(PT-RU)-171022

Pesynnrars kourposs

Yiakonka

[To 1wy, 2 i vas 3 ma8 anyast s oreksa saprys HC-1,
HC-3, YCI-1 uax NK, uad gpyrse sapks crewna l-ro
ruapoanTHgeckoro kaacea o OCT 64-2-483-85 uau no

TY 9462-002-11068395-2005, wm no TY 9462-001-53906805-
2006, uan ne HCO 9187, wias uMIOpTHLIE, COOTBETCTRYIOMIHE
tpeBonanugm UCO 9187, paspentennsie € npumencimo s PO,
Ha xamuyio  aMiydy  HakiemBaior  smakerky w3 Oymarn
aragervounoi no POCT 7625-86 iy sHaiOrMuHOr0 KaueeTna,
PR MMIOPTHOR, WAH COMORICHUVIOOH DTHKeTRY 13 Gymary
umnioprHoll, paipemennoil ¥ npuvedendio B PO, wim reer
HAHOURT HENOCPSACTHENHG HA aMuyny Suicrposakpensionieios
KPRCKOK MMEIOPTHOK, MK METOAOM KAECTpy HHOH nevaru,

lo 10 amnys o #ucrpysuued  no o opuMencHuio,
ckapudukaropom amnyabisiv o TY 9398-002-14783767-2010,
HAK APYPUM QHANOTHMHOPO KaUECTHA HOMCIHRIOT B HAUKY iy
ropoliy  #3  xaprowa Jumt corpeluTeHLCkoR  Tapsl  Mapiu
XPOMOBLIH WK xpos-spsaw 110 FOCT 7933-89 wws no TV 5453
010-04766354-2006, way  aHAJOTHYHOIG  K44CCTRA,  WIK
UMIIOPTHOTO, PE3PEIIEHH0ON0 K npusencHine B PO, ot o mauky
wz xaprona no FOCT 33781-2016.

KopoBry —oxnensator  arukerkod-Gamieposud  n3  Gymaru
arukerounoi o POCT 7625-86 uin aHICIMYHOIG KAUECTES,
Wi AMOOpTHOH, PaspoIleHHOl K npusencauio 3 PO,

Tipy ynakopke avnyn, HMEIOUAX KOJLO HIIOMA WAK TOURY IR
BOKDBITHS, CKApUQRKATOP aMITYABHBI HE BRARABIBAIOT.

1o S avuys nOMCIIAIOT B KECCCTHYIO KOUTYPHYIO YHAKOBKY M3
KAPTOHA Mapku XpoMmoebiit nam xpos-spsau no [OCT 7933-89
wiw TY 5453-010-04766354-2006, nay asanornHHaoro kauecTna,
WAH UMITOPTHOIO, PRIPCIHCHNOIO K HpuMeHeHnio B PO,

flo 2 xoccerHbie KORTYPHLIC YUAKOBKM © MHCTPYRUMEH no
HPHMCHOHKIO  MOMCIHAIOT B [AYKY M3 KaproHa  jum
nOTPEOHTEILCKOR TApH MAPKI XpOMOBLIE Hi8 XPOM-IP3all 1o
FOCT  7933-89 smam TV 5453-010-04766354-2006, wanm
SHAROTUMHOIO KAYECTBA, HHM MMIIOPTHOTO, Paspeuliciiiors K
npasMeneno B PO,

BosMomKita KOMINCKTALMA ¢ CYXUMY JCKapeTBeHLIMY hopmamy
APCTAPATOR B COOTBETCTRYIOUINX KONHUCCTRAX,

pynnosan ynakoBKa W TPAHCTIOPTHEY TAPR B COOTHETCTBMH C
TOCT 17768-90.

o 2,0 Ma8 qunyray w3 CReKIa Mapru
ALTT-H-B-2-(HT} HC-3

no TV M462-002-11065395-2005

C MOYKOR Ot GERPLURIN,

Ha xaoedyio asyay naacend
CAMOIACAW ARCH DMUKEMKY U3 Oyvacu
aMBOPIHOT,

Jnst kommmexmanuy ¢ cyxumy
ACKAPCHIGENHVIMU QOPMUMU, QMIPAbL €
PACHBOPOM HAMPUSL XROPUOR YRONCEH B
G BEPIMUKAILHOM RORONCCHI 6
Kapmonere Kopobru, 3aKpuimel
KUPIMGHRBIME KPOIEKAME 081 Kopobok.
Vnarosansas npooykyus nosMeryena g
IMPAHCAOPIMINIC Mapy (20gpoaiyux).
Huo u sepx mpancnopmuoil mapet
neperodicens 2oPponRpoKnadKamy,
GHYPIU ACICUNT YRAKOGOUHBLE AUCHI,
loghpossgur vraeen cromyea,

C'r)onmemcmgyem

Mapxuposka

Ha ammyne wni 3THKETKE aMIlyiibl YKE3LIBAIOT TOProBoe
HAaHMEHOBAHUE NPenaparta, KOHUCHTPAUMIO, KONH4SCTBO
npenapara B aMnysae (o6uéM B MBITRAWIPAX), NYThH
peenenns (wa amnyne — «JUIS HMHBEKLIMW», na
ITUKETRE aMnyast — «Jinn uebexuuiis), HOMEp cepuu
(Gyxsenuo-umdporoe  obo3payenne), JBTY HCTEUSHHA
CpOKa POAHOCTH (MECSIL, TO).

Ha amurcemke amryant YRasauo
MIOP2OBOE NAUMEHOGUHIE npenapama,
KOBYEHMPAYUA, KONHYECHBO ApEenapam
& amnyae {(06vém ¢ MuaAmAUMpPAZK), nyme
geedenus (Ha ymukemse amayil « s
WHBEKYUI), HoMep cepiin (Gyreeno-
wupposoe oboznavenue) «T1050324»,
QUING UCIREHCHUA CPOKY 200HOCITE
{wecsy, 200) «02 295,

Ha mopyesoti emopone kopobiu ¢
HPCRAPAMOM HAKACEHT INTUKEMKA ¢
PKUZARUCM HUUMEHOBQIUS
HACKQPLIMBEHH020 npenapama, 0Gséna 6
AMNYIE 6 M, HOMEPQ CEPUU, CPORU
200HOCIU, YCNOBUT XPUHEHUS,
KONUYECINGA GMAVI 6 YHAKOBKE,

Ha mopyeaoii cmopone coghposiyura
FOQ MAHIPDIAYUORHUME RARAMY Uil

PADOM HAKNECHA IPAHCHOPINOA
IHUKCIKL, ,,.,ﬁ‘%‘m 5 ““g B2
#5502,
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[TACIIOPT Ne 129 om 02.05.2024 2, Harpus xopun

SAKUIIOYEHME: Jlexapersennblit npenapar «HaTpus xJ10puz pacTBOpUTENs JUIH IPAIOTOBICHIS
Jexapcrpennbix Gopy aas wasekuuit 0.9 %o» cepun T1050324 coomsememeyem mpebosanusm
HopMaTHBHON nokyMenTanuu JIII-Ne(001316)-(PI'-RU)-171022, I1P Ne 20790279-71-21, Begomoctr

usmenennit Ne 1, Ne 2, No 3, Haxonurensroli seomoctn usmenenuit Ne 1 x npoussonctsensoi pernentype

TP Ne 20790279-71-21
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