PASPELHIEHUE

Ha BBOJI B TpaykIaHCKKi 000poT B Poccuiickoii denepariuu cepun Uiy IapTum
npoussejieHHoro B Poccuiickoit Menepanyu unu BBo3uMoro B Poccuiickyio ®@enepariiio

MMMYHOOHOJIOTMYECKOT0 JIEKApCTBEHHOT'O TIperapara
Ne P006-00110-77/02438186 ot 10.06.2025

Boimano  AxmuwonepHomy — obmectBy  "HaydHO-TIPOM3BOJCTBEHHOE  OOBEAMHEHME IO
MEIHMIMHCKUM HUMMyHOOHOIornyeckum npenaparam "Mukporen", Poceusi, 115088, r. Mocksa,
yi. 1-st y6posckas, . 15, crp. 2, UHH: 7722422237.
(HanMeHOBaHKE IOPHMYECKOrO JINIIA, Iopuandeckuii anpec, MHH)
Denepanbuas ciryx0a Mo HAX3OPY B cepe 31paBOOXPAHEHHS HA OCHOBAHMM 3aKJIIOYEHMSI
UCIIBITATENIEHOTO LEHTPA 9KCIEPTH3Bl KAYECTBA MEJMIIMHCKAX MMMYHOOHONIOIHYECKHX MPENapaToB
de/epalIbHOTO IOCY IAPCTBEHHOTO OI0/DKETHOTO yupesxkierus "HayuHblii ieHTp SKCIepTH3HE CPeCTB
MEJIMIIMHCKOTO npuMeHeHus" MunuctepcTBa 3apaBooxpanenus Poccuiickoi ®enepanmu
(HaI/IMeHOBaHI/Ie cpe};[epaanoro ToCyJapCTBEHHOI'O 6!OIDKQTHOI“O yqpenmem/m)
or _05.06.2025 Ne 484/HIIDCMII paspemaer BBOA B rPasAaHCKHii 060poT
(nara) (Homep)
B Poccuiickoii Menepanun MMMyHOGHOIOMHIECKOTO JIEKAPCTBEHHOI0 penapaTa
Bakumna ty6epkynesnas (B1DK)
(ToproBoe HaUMEHOBAHUE)
Bakimna yis npoduiaktixu Ty 6epKyJiesa
(MEX[yHapOIIHOE HEMAaTEHTOBAHHOE HAMMEHOBAHHUE (IPYIIIMPOBOYHOE WK XUMHUECKOE)
JTMoGUIU3AT IS IPUTOTOBJICHHS CYCIIEH3MU IS BHY TPUMKOXKHOTO BBeaeHus 0.05 mMr/mo3a
0.5 mr (10 103) - ammryibI (5 IIT.) - TAYKKM KAPTOHHEIE /B KOMIUIEKTE C PACTBOPUTENEM: HATPHS
XJIOPUZ, PACTBOPUTEITH JIJIS IPUrOTOBIIEHUS JIEKAPCTBEHHBIX (hopM Juist unbexnmit 0.9%
(amnysen) 1 mut-5 T/ - aorst JiedeOHO-IpOQMITAKTHIECKIX YIPEsK/ICHII
((popma BbImycKa (¢ yka3aHueM JIEKapCTBEHHOM (POPMBL, JO3UPOBKH, (DACOBKH) M KONHMYECTBO B YIIAKOBKE)

cepun  C10425 (cepus pactsoputens T010424) , 00PeM cepuu wim 846 ;
apTuun
(HoMep cepun) (xomyecTBO
PP YIIAKOBOK)

rogen no 01.2027
(CpPOK rOJTHOCTH)
NpOM3BOACTBA  AKUMOHEpHOro obmecTBa "HaydHO-IPOU3BOACTBEHHOE OOBCIAMHEHHE II0
MEJMLMHCKMM UMMYyHOOROJIOrMIecKkuM npenapatam "Mukporen” (AO "HITO "Muxporer"), Poccus,

355019, Craspononbekuii kpait, . CraBponois, yi. buonorudeckas, . 20 (Bce CTajuy, BKIIOUYAs
BBIILY CKAIOIUHA KOHTPOJIb Ka4eCTRa).

(HauMeHOBAHKE U a/Ipec TPOU3BOANTENS (C yKasanygeM CTaluii IPOM3BO/ICTRA)
Perucrpaumonnoe yrocrosepenne Ne JITT-No(005818)-(PI-RU) ot 18.06.2024.
MepkaTesib PerHCTPANMOHHOIO YAOCTOBEPEHHs] AKIHOHEPHOE OBIECTBO "Hayuno-
NPOM3BOJICTBEHHOE OOBE/MHEHUE T10 MEIUIMHCKAM HMMYHOOMOJIOIMYECKMM Iperaparam

"Muxporen" (AO "HIIO "Mukporen"), Poccus, 115088, r. Mocksa, yi. 1-s Ty6posckas, . 15,
CTp. 2.
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Toproeoe naumenosanue JIIT
MeskayHAPOAHOE HENATEHTOBAHHOE, W TPYIHINPOBOY-

Dol COIT HI-KO-08-625

AxuonepHoe obLecTBo

«Hay4Ho-upou3soacTBenHOE 00BEAMHEHIE 10 MEAHLUMHCKIM UMMy HOGHOMOTHUECKUM (IPenapaTan
«Mukporeny :

AJpec MECTa OCYLECTRICHUS IMLICHINPYEMOTO BIIA AeATENBbHOCTI;

Poceus, 355019, Craspononseruii kpait, r. Craponons, ya. buonoruseckas, 1. 20

HACITIOPT N 34 om 17.02.2025 2.

| HOe, HITH XEMUYECKOE HanMeHoBanie

Jlexapcraennas Gopma

Jlosuposka

i’g.mcvpauummcs YAOCTOREPEHIHE
Jlara rocyaapersennol peructpanmi JiTT

Barnuua ryGepxyresnan (BIDK)
Baxuuna s npoduiaktuky rybepkyiiesa

“f!viO(i)Hi!H?&F AAA BpAroTOBICHNA LVCHEH’BHK

1% BHYTPHKOIKHOTO BBEACH M
0,05 ur/aosa

/lara puecenus usmeneHuit
B perycTpanHonHoe yaocrosepenue JII1

(nara 3aMEHbl PETHCTPALMOHHOTO

yaoctosepenns JIT)
Homep cepun

KoguuecTso, exa. navepenns

Cl1o425

846 vrmakoBok

Jara seinyera 01 28

J-No(GOSB18)-(PI-RU)
18.06.2024 r,

Tonen no 01 27

Henvrranus nposeaenst wo HA JI-Ne(005818)-(PT-RU)-180624

orazarenn

Tpebopauns uo HA JHL-No (005818 -(PT -
RUY-180624

Pesyasratbl KOHTPOAS

Onucanue

flopucras Mmacca, nopomgootpassas Wiy B
BRAS TOHKO axypuolt rabaerkn OGenoro
HITH CRETIO-KENTOrD 1BETA, JErKo OTIeTd-
IORANCHA TIPU BCTPAXUBAHIN OT JIHI aMITVIILL
[urpockonmna,

BDCCT&HQBS&HK&& BaKHHaHg -~ l‘pyﬁo,mc»
NepCHas CyCcHeHing Gemoro ¢ CEPOBATHIM
M JKEHTOBATLIM OTTeHROM userd, 6e3 no-
CTOROHHNX BRIIOYCHIH,

Hopucras macea, nopoikoodpazHas WK B BUAE TOH-
kol axypuoll Tabaetky Genoro usera, Jerko 0Tgend-
IOHIAACH BPU ROTRAXMBANNY OT AHa ammmyssl. [urpo-
CKOnUHA,

Boccranopniensan sakumua - rpyGoaucnepcHan cyc-
flef3ns OSHOIe C CEPOBATHIM OTTEHKOM umera, 063

FIOCTOPOHHMX BEIIOUSHR.

CoOTBEICIRYET

HNozmsaaocrs

Flpi sukpockonny Maskos, OKpamesusix 1o
Hunwo-Huasceny.  A0MKHB  ONpeAERATHCS
OKPAICHHBIE. B KpacHBIl mBeT (KULIIOTO-

H3OTHYTHIE DATOdKH ATnHOH 1-4 Mxm 1
ipanoi 0,3-0,5 MM, vacto ¢ debossiun-
MU B3AYTHAME Ha KOMUax, He Qﬁpagymmne
CHOp (Kancyn.

flpy nocese BakiWHbL HA AAOTHYIO Cpeay
Nesemureina-Uencena qepes 28-30 oyr
HHkyOaIK opu Temueparype (3721)°C ua
HOBEPXHULTH  CPelbl  AOHAKHB BHIDACTATh
RAPAKTEPHBIC 1HCPOXOBATHIE HAOTHEIC KOL0-
uuw o1 0.5 10 8.0 MM B auaMerpe mentosa-
TOPO HBCTA C TOHKHUMU HEDOBHBIMH KpasMy

VCTOHYHBLIC) TOHKUE, APAMBIE M CAETKR

MuUKPOCKOU: OKpAITeHELIE 8 Kpacksiil user (Kucio-
TOYCTOWMHMBLIE) TOHKME, C/Erka M30THYTHIC HajouKy
wimHol 1-4 wxy u mupnwuolt 0,3-0,5 mxm, ¢ me-
Gonbiunu B3AYTUAMM HA KOHUAX, COOP M Kancyn He
00pa3vIoT

Coorsercrayer

Xapaktep pocTa - IWEPOXOBATHE NAOTHHE KANGHUH OT
0.5 70 8,0 MM 8 ZHAMETPE KeJATOBATOTD UBETA € TOH-
KuMH HEPOBHBIMHU KPAAMU

Coorsercreyer

Bpems Boccranosie-
HuA fpenapata

He tonee | s

B reqenue 1 mun
COOTBETCIBVET

Mpoxomumocts yepes
Y

C}’CHQR‘SHK npenapara gocne BCTDARMBAHNA
AOAKHA CBOGOAHD NPOXOANTE B WP He-
pes oy 4.45x12 v,

Cycnensus HPenapara nocne BCTRAXUBAHNS CBOOOAHO
ApOXOAUT B Linpuu uepes nray 0.45x12 mu.
Coorsercrayer

Ofutee copepranne™

Howazaress onTHYECKON TUIOTHOCTH BAKLH- 0.34-0,35

Gaxrepuit passeienunoit a0 coxepwands 1.0 wmr | Coortsercrayer

MukpoOaBIX kierok BLDK 8 | ma pactsopu-

Tend, nosKen GeiTh gnpesenax (0.34+0.04
Jucnepenocts Hokazarens AVCHePCHOLTH A0mKken Suite e | 1,7-1.8

ke 1,5 {oorgereTRyeT
Horeps B Macce npu He Gouee S % 4,08 %
ALICYINHBAHAY Coorserctayer

Ugpmernanuers

AMOYIIbE J0LKHEL O6(Th FePMETHIHB (a0~




Toprosoe nauvenosanue JI

Homep cepun C10425

D01 COI HI-KO -08-025

HTACHOPT M 34 om 17.02.2025 2.

Kosaugecrso, ex. uamepenus 846 vnaxosox

Baxnunga tybepryaesnag (BIA)

(BaKyy™M)

Bas Cpela B AMIyNaxX AoinkHa Aasarth Gnen-
fo-rosy0oe win posoBo-ronyboe Credenne)

Coorserciayer

OreyTeTRiHe HOCTO-
ponsmx Gakrepui u

flocroponusg Muxpogaopa (Daxtepun, rpu-

Ob1) A0WKHA OTCYTCTBORATE 33 UCKIOYCHH-

Hocropohsas Mukpodiiopa (GakTepuu, rpulisi) 0TCyT-
CTBYIOT 38 MCK/IIOYEHHEM MuKoakTepuit BLEK

rpubos em mukoBakrepuit BIDK Coorpercrayer

AuomainbHas Tokeuy- | Jlosokna Gairh HETORKCHTHOH Hetoxeuunas

HOCTD ' CoorBercTRYET

Crenudyteckas Baxumna ne Jo/kna cofepxath BUPYJIEHT- | BaKiuuua He COACPKUT BUPYICHTHRIX MukoBaxkrepuit
Bes0nacHoeTh HbIX MuKeDAKTepRi

CoorpereIByeT

Crennpuieckas a-

Or 10 20 20 MiH. KH3HECTIOCOOHBIX KIETOK

17.8 man/mr

THEHOCTH BLDK 8 | mr muxoGaxtepnit BLDK CooTBeTCTBYET

TepmoctaGuabnoets® | JlomxHa GpiTs TepMocTabuABHOR '?‘{:p\mmaﬁmwaﬁ
44,6 % (N-18,6 man/mr, £-8,3 mun/yr)
Coorsercrnyer

Hpowssoacraen-
HEI HTAMM

Baxupsnstil mramm BLOK — Mycobacterium
bovis, cyburramm BCG-1 {Russia). aenowu-
poran B 1 OCYNapeTROHHOH KOUISKIMM -
TOreHHsIX  mukpooprasuzmon  (IKIIM)

WIBY «HUICMIl» Mumapasa Poccuu,

Poceus (Ne 700001)

Bakupuaeidi mramyv BIDK — Mycobacterium bovis,
cyowramm BCG-I (Russia), aenonuposan 8 Tocynap-
crpenHoll KOATSKINY NATOTeHELIX MHKPOODTEHHAMOR
(TKIIM) @BV «HUDCMIls Mutzapasa Poceun,
Poceus (Ne 700001)

CoorsercTByer

Pactsopureas, Binye-
Kaempiil B KOMIACKTE ©

Hartpus XA0pHI PACTBODUTENE 1% NPHEO-
TOBASHUS AEKapcTBeHHbIX (HOPM 11 NHE-

Hartpus x7opun pacTsopuresis A HPHIOTOBASHUA
AeKapcTBeHHbIX Gopm Ang uHnexund 0.9 % 1.0 mn

aMOyisl ¢ BAKUMHOU VKA3HIBAIOT COKpa-
HIEHHOE TOPIOBOE HAUMEHOBAHUE Npenapa-
TR, [A03MPOBKY, KOAMMECTBO UPEnapara s
amityile, NyTb BBENCHHA, HOMep Cepuu
(Gyxsenno-unpposce  ofosnauenne ),
JATY UCTCHCHMS CPOKY FOAHOCTH (roaeH
0.

Ha ammyse way Ha STHKETRE aMiyisi ¢
PACTROPHTEAEM  VKAIBIBAIOT  TOPIOBOL
HAHMEHOBAKHE DACTBOPHTENA, KOHUCHTPA-
U0, KOJUUYECTRO B aMnyie (B M), nyTs
BEeeHus (Ha amnyie -~ «JLI15 P&HEE}\-
L, na sruxerxe AMITIY LB~ «,Eﬂﬁ Wb~
eKuuit» ), Homep  eepun (Byxmeuno-
whposoe ofosnavcnue™ %), nary ucreue-
HHA CPOKA TOAHOCTH,

pua pacrmpmezz;,

APEnapaToM ekt 0.9 % (JI1-Ne(001316)-(PI"-RU}- cepust (T010424), nara nctedenus cpoka roaHOCTH A0
171022) (04 2%
CoorpercIByer :
Vnaxosxa Hepeuwitan ynakoexa - avinyaw uz crexna | Hepsuunas yrokosida - avnyas wi orexsa Mapku NB
mapku NB 1-ro rugpoayiieckoro knacea. | 110 tHAPOANTHUECKOTD KIAACCH.
To 10 703 pakuHusl 5 avnyie, e 10 103 pakumuel B amayne.
Ha amuyny ¢ sagoanoll gagocsT sTokeIRy | Ha aMnysy © Bakunsol HaHECeHa dTUKETKS caMoKie-
CaMOKASATIVIOCH, AAACH.
Pacrsopyrens (Hatpus xnopua pactsopu- | Pactsopurens (HaTpus X0pHA DAacTBOPMTIENs /1A
I€ab AR (PUTOTOBACHWA NAEKAPCTBEHHBIX | NPUIOTOBACHNA NEKAPCTBEHHMIX QOPM 213 HHBEKLi
Gopm s unbekunit 0,9 %) - no 1 ma B | 0.9 %) - 0o 1 M B amayse B COOTRETCTRUN ¢ Tpedo-
AMITYIIE B CODTBETCTBUH € TpeDOBAHMAME | BaHUAMH {ﬂﬂﬁeiﬁﬁl,S‘i@’-(PI"—RU)).
(JIT-Ne(O01316)-(PT-RU)). Bmopuunas ynaxoexa - IAUKa KapTOHHAS,
Bmopurnas ynaxoexa — navxa kapronsas. | Komimtext coctont 3 | ammyasi Bakiwsst u | amny-
Komuiexs coctont u3 | amiysisl BaKiunst i | s pacTBOpHTEIA,
1 amnyasl pacTBOpUTEL Ho 5 xomnnexioB BiatuKe KAPTOHHON ¢ UHCTPYKIUEH
Ho 5 xoMiuiexToB B nauke KapToHuoil ¢ | 110 NPUMEHEHWIO (JIHCTKOM-BRIAABILEM) U CKapiiu-
MHCTPYKUHEH TI0 HDMMEHCHUIO (JIMCTKOM- | KATOPOM GMOYIBHBIM.
BRAAABHUCM]- ¥ HOwom amnyvisHeim  wrn | Coorsercisyer
CRApUOHKATOPOM aMIYIILHLIM,
Maprupeska 1) Hepsuunan ynaxosxka. Ha oruxerxe | 1) Hepsausas voaxosxa. Ha stuxerke amnynst ¢

BAKUMHONR YKasaHbl: COKPAIEHHOES TOPTOBOE Hanme-
nopanue npenapara (Bakowwa BLPK). zosuposmka
(0,05 mr/posa), xoaudecTso npenapata B amayie (10
103}, nyTs BBEACHNA (BHYTPUKOIKHO), HOMED cepun
(€10425), gara ucreucHns €poka roaHOCTH: (TOIeH
ao 01 27).

Ha ITHKETKE aMITyibl ¢ paams WTSIeM YRaIaHs:

5 M
HBX hopM IR HHBE




Toproeoe nanmenosanue JII1

©01 COI I-KO -08-025

HACITOPT Ne 34 om 17.02.2025 2,

Homep cepun €10425

Kosnuuectso, e uamepenng 846 viiakosox

Bakuuna 1vbepryacinan (BIDK)

2) Bropuuasi ynakosKa.

Ha nauke yKashiBaioT: TOPTOBOE HAMMEHO-

BAHHE NPenapata; IPY HINPOROUHOE HaHME-
HOBAHKE, COKPANICHHOE  HAMMCHOBAHHE
AepRatens PErHCTPALHOHHOIO YIOCTOBE-
PeHUS/IPOHIBOANTEA JIEKAPCTREHHOO
npenapara ¥ ero ToBapHsiil 3uax; anpec u
Tenedon  JepiaTends  perMeTPaloRHOTO
YAOCTORCPEHUA/IPOH3BO AUTENS aeKap-
CTBEHHOTO PENAPaTa; COXPAlIeHHBI aapec
NPOH3BOUCTRA;  JIEKApPCTBCHHYIO  dopMmy;
AC3UPOBRY. KOMMMECTRO JICKAPCTBEHHOIO
Tiperiapara B YOakoBKe; uHiopmaims o co-
CTABe JCKAPCTBEHHOIO Hperapara; Homep
cepun  (Gyksento-unpposoe  oboznade-
HHE*®*Y § 4Ty nNPOW3BONCTEA BAKLUIHLL
CEEIEHNA O PACTBOPHTENE, BBINYCKACMOM B
KOMIIEKTE € BAKUMHOH; AaTY HCTEUeHMA
CPOKA TOAHOCTH KOMIOEKTa; YCAORMS Xpa-
HEHNS, VCAOBHMSA OTNYCKA,  APEAYNDEIH-
TEALHBE HAOAUCH, IHTPHX-KOM;  ¢nocod
OpuMeHeH s (CM. BHCTPYKUMIO 110 MeaH-
HMHCROMY HPHMEHEHMIO  (JIMCTOK-
BXIQALI); CPeAeTso HaeHTH(HKAmH,

*#ebyxseHso-undposoe 0fo3uadeHNe HO-
MEpA Cepity penapata Wumd pacTBOPHTEs
hopmupyeTes #3 OYKBOHHOTO 0003HAuSHMUS
CTPYKTYPHOFO HOAPA3NSACHHA IPOH3BOAN-
T i Homepa cepuu, Hanpumep: CXX unn
TXX, rae € (T) ~ Oyksa, 0003Ha4AI0URS
CIPYKTYHOE noApazsenenye-
apopspoanTens (Quumuanss 8 r. Crasponoss,
r. Tomex), XX - HOMep Cepuil,

a8 Oy

nan (BLUDKY): rpymmaposousoe HauMmenosanve (Bak-

Hitba Aits npo(iuiakTHKY TyGepKy1€3a); CoKpalienHoe

HANMEHORAHUE AEPKATENs PErHCTPallMOHHOrO yio-
CTOBEPEHHA/MPOUIBOANTERS AEKAPCTBEHHOID Hpera-
para (AQ «HIO «Mukporen»), ero Tosapusiii 3uag
(IpUCYTCTRYCT), anpec U TeneoH Aepwaress pern-
CTPAUMOHHOIO. VAOCTOREPSHUA/IPOMIBOAKTE RS Jie-
KapcraeHnoro  npemapara  (Poceus, 115088, r.
Mocxead, yn. 1-s lyBposekas, it 15, ¢rp. 2, ren. ({485)
710-37-87}; coxpamennsiii anpec npolssonctaa (Poc-
ci, 355019, Crasponoasekull kpail, v, Crasponois;
Jexapcrrennas Qopva (oGumsar ans npuroTos-
JICHUS CYCHEHINY 1A% BHYTPUKOKHOIO BEASHNAN ), HO-
suposka (0,05 Mr/n034); KOTHYECTRO NEKAPCTECHHOIY
apenapara 8 ynakoske (5 avnya saxuuust no 10 103);
HHPOpMAUMS 0 COCTABRe JEKAPCTBEHHOIO Hpenapara
tloene soccranosnenus oana ao3a (0,1 mm) conep-
wnT Heliemeviontee geuecman: MUKPOOHBIC KACTRY
Mycobacterium bovis BCG-I — 0,05 wmr, Benowoza-
MEALHOL GEUCCIGO: HATPHS IIIYTAMAaTa MOHOTHADAT -
ne Gosee 0,3 mr); Homep cepuu (C10425) v nara npo-
w3poACTRa Bakumust (01 28); ceesenus o pacraopuie-
jg, BHIIYCKAEMOM B KOMILIEKTC ¢ BAKUMHOH: Haume-
HOBaHWE pAacTBOpHTEAsS (HATPHA XJODHA), JeKap-
cracHHas (OPMA (PACTBOPHTENs JUIS UPHTOTOBACHUA
JIeKapCTBEHHbIX Q}epm IUIA MHBEKUMH), KOHUEHTpALIMS
pactsopurens (0,9 %) cocras (wa | mu) warpus
xaopua— 9 ur; Bona ;135; pHBeXLME — 10 | Ma), xonu-
YECTRO PACTBOPHTENR B YIAKOBKe (5 aMmnyvil pacrsopi-
Tena ne | mi), KOOHYCCTRO 03 BAKUMHLL B aMuvie
(10 zo3), obseM pacTBOpUTEs B amnyie B Mz {1 ma),
Homep cepuu pacrsopurens (T010424); nara uereve-
HUA CpoKa roaHocTH xoMrurexra (Tozen ao 01 273
yeaosus Xpavesusi (Xpauuth NpH Temnepatype or 2
veaosua ornyekar  «Jimm neueBuo-
TPOMUAAKTHHECKUX VIDEKACHH»; TIPeAYNPEANTE b
Hete Haanuew (XpaHuTh B HEAOCTYHHOM iy dereil
mecte); uTpax-koa (4602789001665); cnocob npu-
mesenns: (Crocol NPHMEHEHNS: CM. HHCTPYKHMIO 10

MEAHLIHHCKOMY  IPHMEHEHMIO  (AMETOK-BRIAABIIY,
CREACTRO MASHTHMUKALIY HAHECCHO,
CoOTBeTCTRYVET

Yenouus xpasenus

Kpauprs npyy resmeparype o1 2 20§ 'C

Tpaucnopmuposaiue. TpaHCOopTHPOBaTL IpKU Temneparype or 2 1o § C.

CPOR FOAHOCTH
{Cpox xpanenug)

2 rosa.

Aara Bunyexd 27.01.2825 r.
['oaen o0 31.01.2027 .

*To AAHHOMY NORKa3aTeno KOHTDOIPYLTCA Kam qas S

Lepys nipenaparta

SAKTIOYEHUE: chapsrmcmu;m npenapar Baxunua rybeprynaezuan (BIHK)
Baxuuna s npodmaaktue Ty0epRyiesa, SHOPHANIAT A8 PUIOTOBAEHHS CYCTICHINN Ang ax»;wpw

kosxHoro seegenns 0.05 mi/nosa cepun C10425 coorsercTayer TpeBOBAHUAM HOPMATHRY

unn JHEs: ﬁﬁssxs;-{f’r RU)-180624.

bammkarosa JLIL

ia:vis:cmrcm Haqwfsﬂma OBTK {OKK)

H&qa:mm kO BTK (Ofﬁx)

Hockona E.B.

(pUOY

i AORKIOCTLY.

Ja f‘@m’r(atm nacm}p’ a «17 » despaan 2025 r,

(P

Crpanpua 3wz 3

S SR



AKIMOHEPHOE 0BIECTEO

« Hﬂ‘\} HHO-! anHSSCL,ZIC'I BEHHOE 06’&6}1}1 HEHHEC 1O MCAHIMHCKEM HMMY HOOHOAOTHIECKUM npenaparam

Hatpus xnopun

«Mukpores .

Anpec MecTa OCyLIECTBIEHI IRLEHIUPYEMOTO BHIIA NEATENLHOCTH!
634040, Tomexag obnacts, r. Tomek, yi. Meanosckoro, 8

HACITOPT X 181 om 19.06.2024 2.

Harpust Xjopuit pacTBOPUTENE Uil IPUTOTOBIICHUS
niekapeTBenubix Gopm st uanpexui 0,9 %
Pernerpaunonnoe ynocrosepenue JIIT-Ne(001316)-(PI-RU)

Howmep cepuu T010424
Komruecrro, e, maMepenus 118334 ammy st

enstranus nposeens no HJLJITI-Ne(001316)-(PL-RU)-171022

Hara einycka 04 24
Tonen no 04 29

TpeGosannn no

Hoxazdrean PeaysibTarsl KoHTpOIn
HJLJITE-Na(001316)-(PT-RU)-171022 yae po
, | flpospauman becysemnasn sicudrocms
Onyeanue. ﬂpa:spaqﬁax GecliBeTHan MULKOCTS
; ; Coomgemcmeyent
; = L Pearyus nonoscumensnan
OxpauuBanue NIaMeny B KENTHH upet ot il
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[poapadnocts JomxeH OuITs npo3patHbivM 2 _ P
‘ i , ; Coomaememsayem
o . ' Becygemnboiil
- HgeTHOCTH: 1 Hosmxen OpiTe OecupeTHRIM #
. Ceomasememayen
S 56
pH Or 5,0 50 7,0 c ‘ :
: oomBememeyent

4
Mexaumueckne

Brpambie YACTHIIE
Tpenapat ROKEH BHLASPKHBATE Tp:,bonamm ') PP,
ODC.1.4.2.0005.18

| Hesumnmsie yaetnuw, Fd PO ODC.1.4.2.0006.15

Buidepocusaem mpebosatiua
Coomeememsyem:

BRIGOYEHUS - B onuoi aMnyse €peHee YHCIo YACTHL, pasMepos Beidepcuaaem mpeGosanist
10 MM u Gosnee He noamxHo npesbliiate 6000, a cpennee Coomsememesyem
YHCHO ¥ACTHL pasMepoM 25 MkM 1 Bosee He ROKHO
npepbiaTs 600
OBHEM CORPIKMMOTO YNIAKOBKH BOMKEH ObiTh He Menee
HOMUHAILHOTO, ECAN YHAKOBKY HCCHEAYIOTCH

Hspnexaemmiil s A - .

olsons Bas yﬂaxoscx e Hommmwmm"ﬂﬁbémez\& ‘ LO ma
2 Ml 1 MeHee W3MEPCHHLI 00B8M aoiken Buith ve Menee | Coomsemcmeyen
CYMMBI HOMHHANBHBIX 00BEMOB HCCALIOBAHNBIX
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-BaxvepranbHbie [lpenenbHoe conepanue HaKTEPHANLHLIX SHAOTOKCHHOB | Menee 0,25 ES/mn
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- , TpeGosanun no o
Howkasarenn HJLJITL-N(001316)-(PT-RU)-171022 Peayawratsi koutponst
Tlo 1 mn, 2wt misst 5 M08 B aMny st 13 Creicna Mapku HC-1, o 10 mie AMRYRAX U3 CIERNT MAPKIL
HC-3, YCII-l wnm NK, wmm gpyrue sapku creksa 1-1o | 477 1.8.2 (HT) HC3
 rugposatHtieckoro racca no OCT 64-2-485-83 wiwno 7o TY 9462-002- 11068395-2005
™. 9462-002-1 10683952005, unu no TY 9462-001-53908805+ ¢ MoKl O BEKpBINUAL.
2006, nan-no HCO 9187, uam uMpopTHbie, COOTBETCTHYIOMNE i :
Tpebopanugm UCO G187, paspeiicubie k npuMeneHnio s PO,
Ha xawayio aMmuyly HakBeHBAIOT OTHRSTKY M3 Bysarm
soukerounod no FOCT 7625-86 1 ananoruvHOrG KauecTsa,
WM MMIOpTHOM, WIH CaMOKAESILYIOCH ITHKeTKY w3 Gymarm | f1G-RAJICOYIO amnyny uaraeena
UMIOPTHOH, paapeiuennol i npuMeneunio 8. PO, uau Teker | COMOICAUASCH IMuKemKa us bymazy
HAROCAT HENOCPEACTREUHE Ha aMnyay OuicTposakpemuicelics | uvnopmuot.
KPAcKali- UMIOPTIION, Wi METOROM KarjiceTpy HHOH neyary.
Mo 10 amays ¢ wsHcrpyxuwell 1o fpuMcienwo,
cxapudmiaTopom aMayasitiv no TY 9398-002-14783767-2010,
WM APYIRM BHANOTHYBOrO KAUECTBA NOMCUIZIOT B THHKY MM
®opobKy W3 kaprOHa i ToTpeGHTCABCKON  Tapsl Mapke
xpovonsiit i xpom-apaan; 1o IOCT 7933-89 wnnno TV 5453«
010-04766354-2006, #iy  auANOTHYHOrO  K44YEeCTRd, HAM
HMIOPTHOTO, PA3PEHICHHOIO ¥ NpuMenenio B PO, v a nayxy
YiarkoBKa n3kaproua no 'OCT 33781-2016.
1 Kopbbry oxaeusaior  avukerkoi-Sanneponsio w3 Gymaru
srakerounoll o TOCT 7625-86 nau aHATOFWSHOTO KAMECTRA,
WM HMIOPTHOM, paspenienioil X npuMencHno 8 PO,
Fpy ynakoBge amMnyl, UMCIOHIHX KOIBUO H3I0ME WM TONKY Uil JIrH KOMPAREKIAYUY & CYXUMY
BCKPHITHA, CKapUBHKATOD aMITVALHDIH HE BKIUABIBAIOT, TEKAPCIGEHHBIMI HOPMAML, GHAYTEL
1105 aminyn DOMCIIAIOT B KACCETHYIO KOHTYPHYIO YHAKOBKY M3 : 5
KAPTOHA MADKH XPOMOBSIE MM xpos-ap3aw no NOCT 7933-89 Pacmeopam Hampus Xnopuda ynosicets:
i TY 5433-010:04766354-2006, ni ananorsunoro kasecrsa, | & SEPIMBRAIGHOM NOACAHCEH U 8
WA BMUOPTHOO, PAspBIEHHOrO K npuMeneumo B PO, Kxapmounvie Kopobiku, 3aRpelmvi
Hlo. 2 xaceeTHHIC KOHTYPHBIC YHAKOBKM C WMHCTDPYKUMEH [0 | KAPIMOKHBIMY KPLILKAMU O KOpOBOK.
OPUMEHCHHIO  TIOMCUOT B Oauky  #3  kaprosa s | Vaoxosaunas npooyKkyis ROMEUena g
nOTPEOHTENBEKON TAPEI MApKIt XPOMOBBIH WK XPOM-3D3ALLTO | mpancnopmuyio mapy (20posiyui).
TOCT 7933-89 Wil Ty 545%-010‘04?65354-2006 iR ,HHO u gepx.g;pgygnopmyoﬁ mapbl
AHWIOTMYHOTO  KAYCCTBR, HAH UMNOPTHOIG, paspemumom ¥ | neperoaicenst 20(ponporiadxamy,
TRMEHRHIO B RO, : . - GUYIMPH ALACUT. YRAROBOYHBIT TUCHT.
Bo3MoXHA KOMIUISKTAIHA C CYXUMUL JICKEPCTBEHHBIMU. (BOPMAMH I oiposisyuie OKReen cromues
UPERAPATOB B COOTRETCTBYIONIHX KOIMUYECTRAX. 1 ‘ *
. Upymionas ynakoska mammmm TAPE B COOTBETCTRHM ©
TOCT 17768-90. Coomsemcmayem
Ha smuremxe amMnyast yRasano
MOP2oBoE HAUMEHOBMHNE npenapama,
KONYEHmpayus, KOIuRecmeo npenapama
¢ amnyne (00bEM 6 MurTEIINPAX), Hyne
seedenud (Ha smuxemye amnyis s
uHvekyNiL), Hovep cepunt (Byrsenno-
yupposoe obosnauenue) « T010424 »,
Qama UCMEHCHUSL CPOKG 200ROCHIH
Ha amiyine uad STHXKETKE aMiyiibl YKAIRIBAIOT TOProRoe | (wecty, cod).« 0429 ».
HAUMEHOBAHME NPENApaTa, KOHUCHTPALMIO, KONH4ecTBO | Hamopyesol cinopone Kopobru-¢
apenapara B amnyne (o6edM B MIDIAMIATPAX), HYTh | Rpenapamos RAKIeeHd SHUKemKa ¢
Mapruposka seencHus {(Ha amnyie — «JUUA WHBEKLHMY, na VIQROHULM HQUMEHOBANTIN

ITHRETKE aMayist — «Jiag uHbexumil»), HOMep cepuu’

(Oywsenso-undporoe  ofoanavenue),
cpoxa roamocty (Mecdll, roa),

Hary MeTeHeHud

Hexapcmaennozo npenapama, 00vésa 6
AMIYAE B MA, HOMEPG CepIl, CpoKa
200H0CmY, YOIOBUT XPaHENU,
KORUNECIMEA AMAYI 8 YHAKOBKE.
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JAKIIOMEHUE: ,rxexapcmeﬂxmi npeﬂapar « a'rgm XJIOpUJL gacmopme;m A1 NIDUTOTOBICHHS
HEKAPCTBEHHbIX QOPM JUls HHBCKINH 0.9 %y cepunr T010424 coomeememeyem mpebosatusm
HOPMATHBHOU fokymMenTanym HJT JIT-Ne(001316)-(PI:RU)-171022, TIP Ne 20790279-71-21, Benomoctu

wipenenui Ne 1, Ne 2, Ne 3, Hakonwrensnoit BeoMOcTs usmenenuit No 1 k 1pou3soicTBeHHOM penentype
TP Ne 207902797121 ‘
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