PASPEINEHME

Ha BBOJ B IpaXKIaHcKuil 000poT B Poccuiickoit denepaliiy cepuu Win mapTHu
npou3sBe/IcHHOro B Poccuiickoil Meepanyu unu BBO3UMOro B Poccutickyro @enepariuio

MMMYHOOHOJIOTMYECKOT0 JIEKApCTBEHHOI'O Ipernapara
Ne P006-00110-77/03858238 ot 27.11.2025

Brinano Axuuonepaomy obmectBy "Hay4Ho-1pou3BoACTBEHHOE 00BEUHEHUE 110 MEIHIIMHCKAM
UMMyHOOMONIOTHYecKMM  TipenaparaM  "Mukporen”,  Poccmst, 115088, 1. Mocksa,
ya. 1-s1 lybposckast, . 15, crp. 2, UHH: 7722422237,

(HauMeHOBaHUE IOPUIMUYECKOro JINIA, IOPUANYECKIIA aapec, HWHH)
Degepanbnas ciy:kba 10 Haa30py B cdepe 3ApaBOOXPAHEHMSI HA OCHOBAHHM 3aKJIIOYEHHUST
UCIIBITATENILHOIO  I[EHTPA OKCIEPTU3bl KAauyeCcTBA MEIUIMHCKHX HMMYHOOHOJOIMYECKUX
npenaparoB degepaibHOro rocyapcTBEHHOr0 OropKeTHOro yupexaenus "Haydnbid meHTp

9KCIIEPTU3BI CPEJICTB MEAMIIMHCKOI0 IpUMeHeHns " MuHuCcTepeTBa 31paBooxparHenust Poccuiickoi
Deneparu

(HauMenoBanue (eepalbHOrO roCy JAPCTBEHHOTO OFOKETHOTO YUPEKICHHUS)
or 25.11.2025 Ne 1287/HIDCMII paspeumaer BBOJ B rpasiaHCcKuii odopoTt
(mara) (HoMmep)
B Poccniickoil @eaepanum MMMYHOOHOIOTHYECKOr0 JIEKAPCTBEHHOr0 NpenaparTa
Baxnuna tyoepkynesnas (b1DK)
(ToproBoe HAaUMEHOBaHUE)
Baknuna [yt npomiiakTiKu TyoepKyJiesa
(Mex1yHapoIHOE HEMATEHTOBAHHOE HAMMEHOBaHKE (PYIITMPOBOYHOE WITM XMMUUECKOE)
JMO(pUIN3AT JJIsl IPUTOTOBIICHKSI CYCIIEH3HMHU ISl BHY TPUKOKHOTO BBeieHust 0.05 Mr/mno3a
0.5 mr (10 mo3) - ammysl (5 1NT.) - TAYKK KAPTOHHBIE /B KOMIUIEKTE ¢ PACTBOPUTEIIEM:
HaTpUst XJIOPUJT PACTBOPUTEITH JJIsk IPUTOTOBIECHHUS JIEKAPCTBEHHBIX (opM Jiist uabekimii 0.9%
(amnyiisr) 1 mii-5 mr./ - Juist JiedeOHO-TPOPUITAKTHYECKUX YUPEXKISHUH
(popma BbInycka (¢ ykasaHueM JIeKapCTBEHHOM! (pOPMBbI, 103UPOBKH, (PACOBKM) U KOJUUECTBO B yIAKOBKE)
o0bem cepuu

cepuu  C10825 (cepust pactBoputenst T010424) .- 1635 i
(xonuuecTBO
(Homep cepun) —_—

roneu jo  08.2027 ,
(cpok rotHOCTH)
NpoM3BOJACTBA  AKIUMOHEpHOro obmecTBa "HaydHO-IIPOM3BOJCTBEHHOE OOBEIMHEHHUE I10
MEJUIUHCKIM HMMYyHOOUoorueckum Ipenaparam "Mukporer”" (AO "HITO "Mukporen"),
Poccust, 355019, CraBpononsckuit kpait, r. CraBportons, yi. bruonorudeckas, 1. 20 (Bce craauy,
BKJIIOYasl BBIILYCKAIONMH KOHTPOJIb KA4eCTBa).
(HanMeHOBaHKE U afipec POU3BOIHTENS (C yKa3aHHEM CTa/IUi IPOU3BOACTBRA)

Perucrpaunonnoe ynocrosepenne Ne JITT-Ne(005818)-(PT-RU) ot 18.06.2024.
HepkaTeab perucTpanMoOHHOro yjpocToBepenusi AKImoHepHoe obmectBo "Haywno-
IPOU3BOJICTBCHHOE  OOBEMHEHUE MO MEJUIMHCKUM HMMYHOOHOJOIMYECKHM IIperaparam
"Muxkporen" (AO "HIIO "Muxporen"), Poccust, 115088, r. Mocksa, yi. 1-
cTp. 2.

(HaumeHoOBaHue, aJIpec)

JOKYMEHT HOAIMMCAH @ o
OHEKTPOHHOM HOAITMCLIO

SaMeCTHTenb pyKOBOHHTeHH Cepruduxar 42D1B24AD82BBD113BD1263FE2CCBCRY
POCB,HpaBHa,ZBOpa Baagenen Hapxomenwo Jmscrpnit Beenosogosu

Heiiersurened ¢ 07.04.2025 no 01.07.2026

.




Toprosoe naumerosanue JiI1

MeskayHapoaHOe HENATSHTOBARHOE, WAN FPYIIHPOBOY-
WM XUMHYECKOe HAUMEHOBAHWE

Jlexapcrsenyag dopua

HOC,

Hoauposxa

?ammpam«o‘u HOE VAOCTOBEPEHHE
Hara rocynapereentol perucrpauwy Tl

@01 coll HI-KO-08-025

AkiiponepHoe 0BiecTBo
«Hayuno-nponssoacrsenHoe o0beaHEHHE 110 MeIULIHHCKHM mmsyaoz’ino;mmqepxum npenaparam
«Mukporen» .
Azpec MecTa OCYUIECTRIICHUA JIHLEH3UPYEMOTO BUAA NeATEIBHOCTH:
Poceus, 355019, Craspononsckuili xpait, r. Crasponoeas, ya. buoasoruaeckas, a, 20

HACHOPT Ne 245 om 10.09.2025 2.

Bagnuna tybepxyiesnan (LG
Baxuusa qng npoduiakTiKE TyGepKyiea

AHOMUNMIAT 1% NPUTOTORISHUA CYCHEHINH

151 BHYTPUKO/RHOIO BBEACHHSA
0.05 mr/nosa

Jlata BHECeHHS M3MeHeHUM
B perucTpatyontoe yaocrosepenue JII1
(1a1a 3aMeHp! PETUCTPALOHHOTO

yaocyopeperns JH

Homep cepui

Kosuuectso, ea. uavepenus

C198258
1635 vnaxopox

Hara spiiycka 08 25

JIFL-Ne{ 005818)«(PT-RL)
18.06.2024 1.

Topen po 08 27

Henprranus nposesest no HI{ Jﬂ’l«h 2(005818)-(PT-RU)- 18{}624

Tloxazarein

Tpebopanus no HJL JITT-Ne(DO5818)-(PT -
RID-188624

Pesyastarst KOHTPOAH

Onucanue

Hopucras macca, nopoumikooBpasyas uau B
BYAC TOHKO @KYPHOI TabneTku Geroro win
CRETAO-KEATOrO UBETA, AETKO OTACARIOIMAsncH
Py BOTPAXMBAHUM OT AHa amityabi. [ urpo-
CRODUUHA.

Boccranopnensan Bakuu#a - rpydoaucnepe-
Has CYCTEH3Ng G200 © CePOBATLIM JUIH Kes-
TOBATHIM OTTEHKOM UBETa, 003 NOCTOPOHHMK
BRAYCHMI.

[lopucras macca, nopolwkooOpasHas WM B BUAC TOH-
Kol axcypHoli TabaeTky Gen0r0 NBLTA, ACIKO OTACATH-
WARcs OpH BCTPAXHBAHMM OT IHa ammyas:, ['urpocko-
THYHA.

Bocerauossenuas pakuuna - rpy0oaienepcHag cyeno-
3un Be10r0 ¢ CCPOBATHIM GTTEHKOM UBeTa, Bez nocto-
POHHUYK BKIFOUE RN,

Coorsercreyer

{lonausnoots

Flpi MUKXpOCKONUE MaiKoB, OKPAWEHHBIX HO
Hwpo-Huascery,  J0DKHBL  ONPeAeAATHCH
OKpaiieHHsle B Kpacusifl  umer (xucaoTo-
YOTOHUMBBIE) TOHKHE, APAMBIC HAM Cierka
U3OTHY ThiE DAIOUKH WIHHOH 1-4 MKM ¥ -
puroit ,3-05 mxm, vacro ¢ ueGomsiumnyn
B3AVIHAMH WA KoHUaX, He ofpazvioune crop
o Kaneys.

Tlpn nocese sakuunb: HA MIOTHYIO cpeay Jle-
senrrelina-Hencena vepes 28-30 cyr HHKY-
Gaunu gpu temoeparype (37:1) °C na no-
BEPXHOCTH CPEab! IOMKHL BHIPACTATH Xapax-
TEPHBIE IIEPOXOBATRIE TUIOTHLIE KOAOHHH OF
0.5 10 8,0 ma 3 auameTpe KEATOBATOTO 1BeTa
© TOHKUMI HEPOBHBIMH KPasMu

AVIOT

MuUKpoCKOTMS: OKpAlEHHbIE B KpacHsill mmer {KncHo-
TOyCrollunBsie) TOHKHE, CHETKA W3OFHYTHIE HWIOUKM
minso#t -4 mkm w wupanoi 0.3-0.5 MM, ¢ uebom-
THHMHY B3AYTHAME HAQ KOHUAX, CHIOP U Kancys He {}Qim—

COOTBETCTBYET

XApnKTep pocta - HIEPOXOBATHIC MIOTHLIC KOUOHUH OT
(.5 108,00 MM B AMaMETPE JKSITUBATONO HBETA C TOHKH-
ML HEPOBHLIME KPARMHE

Coorserciayer

Bpewus soccTanos-
AeHug TIpeiapara

He Gosee 1 mun.

B revenue 1 mun.
CooteeTteTByeT

MpoxoanvocTs
HEPES ULy

CYCeHINA NPRNAPaTa NOCAC BCTPAXUBAHASA
JomKuA cROGOANO NPOXOANTS B WHPHL Hepes
sray 045512 sm,

Cycnensus npenapata Hocie BCTPIXHBaHIS CBO0OIHO
NPOXOAAT B wmpui uepes uray §,45x12 s
CooTreTeTnyey

Obmee conepa-
uue Daxrepuit

{loxazatens ONTHYECKOH NAOTHOCTH “BAKIM-
Hbi, paseeicHHON 00 coaepwanus 1O mr
sukpoGubiX kietox BLUK 8 | ma pacrsopure-
19, noipken ObiTh B nipeaenax 0,3440,04

JlucnepcHocTs

{lokazarent AHCOCPCHOCTI AOAKEH ObiTh HE
Hipke 1,5

Toteps B macee
T BRICYITHBEHIN

He boaee § %

0,32-0.34

CooTBeTCTRYCT

136{7},7 ‘“\\\\\\ \\\\\a\\\""
COOTRETCTRYET \\z\ o
293 % Aot

R 4 \“\‘\\\\ \“‘\\\\ “t\‘
Coorsercrpver ¢

Mepmeruunoctsn

AMIYIs AoiKup OiTh repMeTnuusl (razosas

A MIYIIL] TERMETHMHDLE




Topropoe naunvesonanue JITT

@1 COH HI-KO-08-025

TTACITOPT Mo 245 om 10.09.2025 ¢,

Homep cepun C10825

Koanuecrno, en. usmepenns 1635 yvnakonok

Baxuunna Tybepryaesnan (BIDK)

{BAKYYM).

Cpena B aMiyiax aomkHa aasars Oneano-

ronyoe win posoBo-roayioe caeeHue)

Cooteercrayer

O1eyTersue 1to-
CTOpoHHuUX Bakre-

Tlocroponnss Mﬂxptxpmpa (Gakrepun, rpu-
Obl} J0/DKHA OTCYTCTROBATH 38 HCKMTOYEHHEM

HMocroponnan mukpodnopa. (baxtepuu, tpubsl) oTeyi-
CTBYIOT 3a HCKHOMEHHeM Mukobaxrepuit BLDK

puii 1 rpubon mukodakrepuit BIDIK CoorBercrayer

AHOMaIbHAS TOK- JiomxHa 6pITH HETOKCHYHON Heroxeuyuas

CHHHOCTD Coorperersver

Cnenndmnecran Bakuuba He J0MKHA COACPXATH BHPYASHT- | BaKIMHA He COACPRUT BUPYICHTHAIX mukobakrepuit
DEIONACHOCTE b Mukobakrepnit Coorsereraver

Crenndimueckan Ot 10 20 20 Man, Ku3HECHOCOOHBIX KACTOK 18,0 manfvr

AKTUBHOCTD BIDK 8 1 mr vukofiaxrepuit BIK Coorsercisyer

Tepwmocrabuas-
HOCTR

Jiomxua O6ITh TepMocTabiiL ol

PacTaopHTeis,
BLITY CRACMBI B -
KOMILIEKTE ¢ TIpe-

Harpust x10pua pacTROPHTEb LIS HPUIOTOR-

aewg ASKApCTREHHBIX GOPM jUtd n%emmi’{

Ze (JHENe(OO1316)-(PT-RUH-171022

Harpust xj10pHa pacTBOPHTENb A% NPUTOTOBACHHS He-
KapeTBeHdsty. gopyM aag uubexkuuit 0.9 % 1,0 ma cepua
(T010424). nata ueTeneHns cpoka roanoetd 40 (04 29)

HApaToM Cooreercinyer

Viaxkoaka flepsunnan ynacoska - amnynst w3 crexma | Hepguunan ynaxosra - aunyas wa cTexsa Mapku NB |
mapru NB I-r0 rugpoauruueckoro xiacca. £0 THAPOAMTHYECKOTD Kaacea,
o 10 no3 Baxuyiee 8 aMnyie, 1o 10 103 Bakumaer B aMayIe,
Ha amnyny ¢ saxkunnofl mawocst drnkerky | Ha ammyiy ¢ BaxumHoll HaHeceHa YTHKETKA CAMOKIEs-
CAMORIRALLYIOCH, uiancs.
Pacteoputens (#atpus XJ10pHa pacTsOpuTesns | PactBOpuUTEh (HATPHA XJIODPH PACTBOPHTENb LA MPH-
Al PUTOTOBACHNS IeKapCTBEHHBIX  (QOPM | roTOBASHUS JeKapeTReHHbIX (opM mas umsexumil 0.9
ang uubekunit 0.9 %) — no 1 ma 8 amnyse 8 | %) ~ 0o | Mn 8 amnysie B COOTBETCTBUM ¢ TpeGORAHMS-
cooraercraug ¢ Tpebopaumsvu  (JHI- | s (JHTENe(O01316)<(PT-R1)).
No(@O1316)-(PT-RU)}
Bimopuunas ynaroska — DZE KapTOURag, Bmopuios ynanosrd - HaUKa KApTOHHag,
Rosriesr cocront u3 1 amimy bt sakmumas: 1 1 | Kosrsexr coetont u3 1 aMiyast Bakiisst # 1 amayas
MITYIIBL PACTROPUTE A pacTBopuTei.
Ilo 5 xoMIUIEKTOB B Mauke KApTOHHOM © mH- | [0 5 KomneKToB B TAYKe KapTonHOH ¢ UHCTPY Kupeit
CIPYKUMEH 10 NPUMEHEHHK  (HCTKOM- | 1O ApHMEHSHHIO (JMCTKOM-BKAAABILEM) H crapu(uKa-
BKIIAABIEM) H HOKOM @MOYALHBIM WK CKa- | TOPOM AMIIYJILHBIM,
PHHRATOPOM AMIYILHEIM, CoorsereTsyer

Mapruposka 1) Meppuanas ynasoswa. Ha stukere av- | 1) Tlepeuunan ynaxoswka. Ha stukerse AMIOYABL ¢

TIYAIbL C BAKLMHON VEAsHIBAIOT: COKpalientos
TOProBOE HAUMCHORAHNE npenapata (Baxiis-
sa BIDK), nosuposxy (0,05 mrinosa), xomi-
4ecTed npenapaia B amiyie (10 po3), nyvs
BBCACHHA (BHYTPHKOXKHO), HoMmep cepun
{Oykaenno-1udiposoe 0003HAYCHUE™ %), -
TY MCTEUEHHA CpoKa roguHocTy (Foaen 10.,.).
Ha amnyie mmr ua THKSTKe aMIyasl ¢

PACTBOPUTCASM YEA3BIBAIOT, TOpPTroBoL
HaHUMSHOBAHNHE PACTBOPHTEN, KOHUEHIpa-
1M, KORUYCCTRO B amnyiae {B M), 0YTh BHEe-

Aeuud (Ha ammyne — «JJIS1 UHBEKLNAM,
HA 3THKSTRE AMOVARL — «Jns wberimii),
HoMep cepuu (Dyxpenno-tudposoe 0603Ha-
yenne® %), naTy MCTEUEHHN CPOKA FOAHOCTH.

2) Bropusuas yIaKoBRA.

Ha nause yKassisgioT: TOProRos HanMeHopa-
fiMe npenapara (Baxumwa TyGepiyaesnan
(BLEK));  rpynnuposouHoe  pauMeHOBAHME
(Bakuuna o npouaastusn tyGepryiesa):
COKDAICHHOE HAHMEHOBAHUES TePKATEL pe-
PHCTPAUHOHHOTD YAOCTOBEDE-
HI/HPOMABUANTENN JEKAPCTBEHHOLO npena-
para (AO «HITO «Muxporen») u ero Tosap-

BAKUMHON yKa3a0bl: COKPRALECHHOE TOPTOBOE HAMMEHO-
gaune npefiapata (Bakuusa BIDK). aosuposxa (0.05
Mi/A031), KomudecTso npenapara » amuyre (10 ao3)
nyte  BeeacHus  (BHyTpUROXNO),  HOMED  Cepub
(C18825), hara fICTCUEHUS CPOKA POAHOCTH: (IOHEH 70
0827,

Ha oTHKCTRE aMayasl © DACTBOPUTENEM YKAIAHbL
TOPFOBOC HAWMEHOBAHME PACTBOPHTENR (HATPHA XIo-
PHIL PACTBOPHTETD JUI8 BPHIOTORICHUA ACKAPCTRCHHEIX
Qopym ang ubeximit), konucsrpanns (0,9%), xomave-
crBo B amnyne {1 ma), nyTs BBeaeHus (Ha STHKeTKE
amMIyast — «llng prnexiuumiis), HoMep cepui (TO10424),
[aTa MeTeveHns cpoxa roaHocty (04 29),

HaUMEHOBRHNE AepiKarengy
Bepemml HPOHIBOIRTEAN

nz 3
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Toproroe nanmenosanne Ji1

Howmep cepuy C10825

D01 COIT H-KO-08-025

ITACIIOPT No 245 om 10.09.2025 2.

Konuuecrso, ea. usmepenus 1635 ynakosok

Baxunna tyGepryaesnan (BIUK)

Hbiil 3HaK; agpec i Tenedon aepmarens peru-
CTPALMOHHOTO YIAOCTOBEDE-
HUA/OPOH3BOANTEN ACKAPCTRCHHOIO npena-
partd; COKpaleHHBl aapec npousBoACTEA
(cTpana, ropox);  fEKApCTREHHYIO (opMy

{(uoduanIaT Ang NPUTOTOBREHUS CYCHCHINU

AfA BHYTPHEOKHOTO  BEACHUA S, JOSHPOBKY
(0,05 Mr/no3a); KONHIECTBO TEKAPCTBEHHOTO
NPEHApAaTa B YNAKoBKe {5 aMuyi RAKHHHE 10
i0 nmesy;  mudOpMamio 0 coctase Jexap-
CTBEHHOFO Opendparta; HoMep cepuun (6yx-
BeHHG-UUGposoe ofo3RaveHHS™ %) 1 maty
npon3BOACTBa Bakumubt (ara HpoMIB.); Cne-
ACHHA © p‘az:mepme»’ze, BBRITYCRAEMOM B KOM-
IUIEKTE ¢ BAKUMHON: HaUMEHOBAHHE PACTRO-
putens; jexapersenyag dopMa; KOHUSHTIPA
Hps; cocTan (Ha b ma), KoJuuecTRO pacto-
pHTeAd B ynakonke {5 amnyn pacTRopuTens
a0 1 v nomep cepau (Oyrsenno-undiposoe
obozHadenne™®) pacTBOPHTENRA: ATy HCTC-
qenng cpoka roapocTd Komisexta (Doxen
0...}. YCAOBUA XpaHesus (XpaHurs Tpu
TemMueparype o1 2 a0 8 °C) yesosus oriyc-
Ka; Npeaynpeaureasse HatmHer (Xpauurs
B HEAOCTYNHOM HIf JeTeH MeCTe): miTpHx-
xo; cnocod npumenesna (Crnocod npumene-
HHS: (CM. WHCTPVKIMIO 110 MEAHIHHCKOMY
APAMEHEHIIO (AHCTOK-BRIAABINL)); CPeCTRO
HASHTHOUKRLIIL

**5ByrkpeuHO-1MQPOROE 0OO3HANEHUE HOME-
pa CepUM npenapara WG PAcTBOPUICHH
Gopmupyeres w3 Sykpesuoro ofo3uayenun
CIPYKTYPHOIO HOAPAsHeNeus NpOH3IROauTE-
A M oHomMepa cepun, sanpwmep: CXX uan
TXX, rae € (1) —~ Oyxsa, olozuauaioimas
CTPYKTYDHOE NOAPA3AeIeHHE-IDOH3BOINTEdR
(hramams B r. Crasponoss, ro Tomck), XX -
HOMED CEpHHM,

ro upenapata (Pocows, 115088, r. Mocksa, yin 1-g
JlyGposekas, 4. 15, cp. 2, e ((495) 710-37-87); co-
KpauleHusii agpec npoussoactea (Poceus, r. Craspo-
1osis); AeKapeTBentas Gopma (THoduiuat Ans Mpuro-
TOBNCHMA CYCHICH3HH VIS BHYTPUKOQKHOTO BEACHMA):
aosuponka (0,05 Mr/103a); KORUYECTRO ICKAPCTBEHHOR0
nperapata B ynarosxe (5 amnya pakuuis no 10 103)

HHGOPMALNE O COCIABS JEKapCTBEHHOTD npenapara.
(aoza (0,1 s comepwnt: Jeucmaviouee gerecnion;
mukpobusic kaetkn Mycobacteriunt bovis BCG-1 - 0,05
MT, Beromosdmensnoe €euecmso: Hatpus DIy IaMata

MoHOTHApAT): HoMEp cepuyu (C10825) u zara npous-

BofeTsa saxumksl {Jlara upouwss. 08 23) cseaemmn o
PACTROPUTENE, BHITYCKAEMOM B KOMITIEKTE € BAKuuHOi:
HAUMEHORARHE DACTROPUTENA (HATPUA XI0PHA), JeKap-
cTBeHHAs GOpPMA (PACTBOPUTSAL A8 NPUTOTOBICHIN
neKapceTBeHHLIX hopM AN HEReKIMN), KOHUSHTPAaLMA
pactsopurens (0.9 % cocras {na | ma): patpug xuo-
pua ~ 9 M1 Boaa U vEBeRUHE — 10 1 Mit), KONHNECTEO
PACTBODITEAA B YHaKoBke {5 aMnys pactaopurens no |
MUL), KOANMECTRO 103 saknumsl s aMnyvie (10 nos), obs-
oM pacTsopHTEnd B amnyie B ma (1 sur), uomep cepin
pacrsopurenn (TO10424); nara ucreuenua ¢poka roi-
uoctu xomitexta (Dozew no U8 27); yenorus Xpaucuus
(Xpanuth npu Temnepatype ot 2 a0 8 C); veropus
ornycka: «U1g 1euetHo-IpoGUNakTHISCKIX YHpenie-
HI» NPeAyIPeANTeNbHEIE HaanucH ( Xpanuts B Heo-
CTYIHOM s aerei MEcTe): LWTPHX-KOA
(4602789001 665); criocold npumenenns: (Criocol npu-
MEHEHHA: CM. HHCTPYKUMID N0 MEAMUHMHCKOMY npusMe-
HEHIO (AMCTOR-BRIAARINY, TPeACTBO MACHTHHMKALINY
HAHECEHD,

CoorseTeTRyeT

Yononus XpaHeHus

Xpanifts npy Temnepatype or 2 a0 8 C.

ITpancnopmuposanue. TpaucnopTUpoBaTh npH Temnepatype or 210 8 C.

Cpok roaugeTi
{CpoK Xpanenu)

2 rona,

Jara npouzsoacrea 22.08.2025 v,
Fonen go 31.08.2027 r,

#Tlo aasHoMYy NOKA3ATEMO KOHTPOIHDYETCR Kakaas 3

S Cepust npenapara

SAKVIIOYEHHE: Jlexapersenusiii npenapar Baxunua tybeprynesnas (BIDK)
Barusna ans npodusaktuky TyGeprysiesa, anoQuanzaT A48 NpUIOTOBISHUS CYCHOH3WM U1 BHYTPH-

Koxuoro peegenns 0,05 mr/noza cepun C10825 coornercrayer TpeSOBAHHAM uopnm'mwmm ;oxwezn&
iipp JETE-Ned

5818)-(PI-RU)-180624.

bamkarosa JLI1.

Z

Hockosa E.B.

" (BHO)

o mﬂfm\‘s«}r’

{40}




AKiMoHEpHOE 0BLIECTRBO

«HayyHO-NPOH3BOACTBEHHOE OOBEANHEHHE 110 MCAMLIMHCKUM HMMYHOGHONIOTHHECKIM NPENapaTam

Harpus xnopux

«Muxporen.

Afipec MecTa 0CYI{ECTRIIEHS JIMLIEH3HPYEMOTO BHIA JEATONBHOCTH:
634040, Tomexan obiacts, 1. Tomcex, yii. Msanosckoro, 8

HACIIOPT X 181 ‘om 19.06.2024 2.

Harpus XJ10pui pacTBOPHTENS A IPHTOTOBICHUS
~ nexapersennbix hopm it mEsekuui 0,9 %
Perncrpaunonnoe ypocrosepenue JITT-Ne(001316)-(PT-RU)

Homep cepun T010424
Konnuecrno, eit, usmepenus 118334 amimy b

Wennitanus nposeaenst no HI JITT-No(001316)~( PI-RU)-171022

Hara Beinycka 04 24
Fopen no 84 29

TpeGosanus no

Hoxazarenu ; . . Pesyasrarsl KOHTpOAR
~ v HLJII-Ne(001316)-(PT-RU)-171022 ¥ P
: . [Ipospaunas Becysemnan Jicudrocms
Onvicanue. Tlpo3paunas GecliBeTHAR XMUAKOCTH
: : ; Coomeemecmeyen
. g Pearins nonoscumenbHad
Oxpatiusanue niaMean 8 kENThil uset :
, : _ J Coomeememeyem
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lokasareny

TpeGosasus 10
HILJIE-Ne(001316)-(PT-RU)-171022

Peayaprarst vosrpons

Y akoBKa

o 1 wn, 2 mot Wit 5 vt B asurysie i3 Creiia mapky HC-1,
HE-3, YOIl wnw NK, umw apyeue sapks crexua l-ro
PuApoIMTHYECKOTE kacca 0. OCT 64-2-485-85 wu nio

TY 9462-002-11068395-2003, unw nio TY 9462-001-33908805+~

2006, wau no MCO 9187, uau uMpopTHbe, COOTBETCTRYIONING
Tpebopanisy HMCO 9187, paspeiuennpie k npusmenennio s PO:
Ha xawglyio amayily Hakiousaior arukerky w3 Gymary

yeuxerounol no FOCT 7625-86 wian SHutOrHHHOTO KEMCCTHa,

WilH WMIOPTHON, WM CAMOKACRULYIOCH OTHRCTRY U3 Oymaru
uMnopTHOH, paspemennod k- npumeuenno B PO, uam Texer

HRHOCKT HENOCPEACTBENHO Ha aMnysry GhICTposakpennaoehos’

KPRcKoW UMHOPTHON, 1/ METOAOM KaeCTpy HHOH nevarh,

o (0 avnys o sucrpyamell 00 npuMclenuio,
crapudukaropom avnyasisi o TY 9398-002-14783767-2010,
WM JpYTHM BHANOTHYHOTO KAYeCTBA DOMEIHAIOT (B TIAMKY MM
Kopobky W3 KaprOHa Jns norpelurennckoll Tape Mapry
xpoMonsit w xpom-apaai no FOCT 7933-89 wmno TY 5453-

- 010-04766354-2006, #iy  au@uorHMHOLO  Ka¥ectsa,  MAW
UMIOPTHOND, PAIPSINCHHOIO ¥ npHMeHennio B PO, wan 8 nadxy:

13 xapronano. TOCT 33781-2016.

Kopolky oracupalor srukerkod-Oampepossio n3  Gymary
yraxerounol o FOCT 7625-86 nin auajornsHoro Kaueciss,
MM UMIOPTHON, paspemenioi k npusenemuo 5 PO,

Tlpy ynakonke aMnyn, HMEIOHHX KONBLO HINOMA WM TONKY Ui
BCKPBITHA, CKApUBHKATOD AMITVABRDIL HE BRIALBIBAIOT,

T16 5 aviyn OMGINAIOT § KACCETHYIO KOHTYDHYIO yHakoBKy 13
KADTOHA MADKK XpoMOBIF i xpod-opsan no FOCT 7933-89
san TY 5453-010-04766354-2006, nin ananorHunoro kaueeTsa,
W MMIOPTHOTO, PAIPEeHHOro K ipuMeneuo s PO,

flo 2 xaccerisic KOHTYPRBIC YHAKOBKM C MHCTpykimel Ho
ADUMEHEHTHO  TOMCHEUOT B O@uKy M3 kaprona  ans
HOTPeGHTEABEKON TAph MAPKYE XPOMOBBIE Ml XPOM-Ip3ail 10
rocT 7933-89 wm TY  5453-010-04766354-2006, s
AHANOTHYBOTO  KAYeCTsa, WM ummpmom, PAIPEICHHOTG K
npuMeHenuio p PO,

Bo3moxua KOMIIBKTALHE ¢ CYXUMY JCKAPCTBCHEBIME HOPMARH
T{PENAPATOB B COOTBETCTRYIONMX KOIHIECTRAX, ’

:FQVQHE}B‘H YOAKOBKE W Tp&HLﬂOQ’I‘H&X TApd B COOTBETCTEHH ©
_TOCT 17768-90.

o 1,0 M1 8 amnynax uz cmeria Mapru
ALLT-H-8-2 (HT) HC-3

no T 9462-002-11068395-2003

C MOUKGH Ot BEKPOUNILL

Ha rkancoyio amnyiy wgrneena
CAMOITIERUAACH 3MuKemKa uz ymacu
uMnOpImnOL,

LI KOMPREKMARLY © CYXUMU
AEKAPCIABEHHBIMUE (HOPMAMU, AMIYILC
DACHBOPOM HAMPUR XAOPUOA YAONCEHD
8 GEPMUKNTEHOM ROAOICCHUY 8
KapmoHubie Kopobx, 3aKpeimbl
K{}p?ﬂQRHWﬂ Kpblf«ﬁ&'ﬂ)&! wam KG[)OﬁQK‘
Vnaxosanias npooyKyus noMeena 6
mpancnopmuyio mapy {2oposiyuic).
Ao u eepx mpancnopmuoi mapsl
nepeIodcenst 20(hPOnpPOKAAOKIMY,
BHYMPY REHCUM. YRAKOBOUHBIL AUCTL.
Logiponugur orkneen cromueM.

Caomsememayem

Mapkuposka

Ha amnyne Wiy OTHKETKE aMinyibl YKasbiBaoT TOProsBoe
HAUMEHOBAHWE NpenapaTtd, KOHUGHTPAUWI, KOAHUECTRO
npenapara B aMmnyiae (oOpéM B MIBUIMANHTPAX), NyTh

seeneHus (Rd ammyne — «JUI WHBEKLMW», na
ITUKETKE aMnyisl ~ «Jag uHseKkumiiy), Homep cepau’

(Oyxsenso-undposoe  ofoanadedue), Hary ucTeYeHusd
CpoKa FOAHOCTH (MeCHLl, TOR):.

Ha smuremre amnyiast yrazang
MOPEOBOE HAWAEHOGANUE NPERADAMA,
KOHHeHMpaysl, KOAUYecHeo npenapama
& amnyne (0GwéM 8 MUATUIIMPAK), HYME
gaedenus (na smuxemre awnyast «na
UHBekyuilL), Hovep cepun (Gyreenno-
yudhposoe obosnavenue) « T0O10424 »,
Qama HCMEHCHUS CPOKA Z00HOCINU
{secay, cod) « 04 29 ».

Ha mopyesoli cmopone kopobiu ¢
npenapamo,w RAKASCHA SMUKCHIKE ©
VREZAHYEM HAUMEHOBANUS:
HerapemeeHnozo npenapamd, obsésa ¢
QMHYAE B M, HOMEDG CEPIN, CPOKRA
200HOCY, YCIOGUTE XPaREHUS,
KOMUHEcmEa amMnyn 8 YnaKoske.

Ha mopyesoti cmopone 2oposuura
nao Maﬂwzymuumsbmm SHAKAMU UTY

IMUKCKA. 4
®,
:' e
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3AKJIIO‘§EHI/IE nezcapc'rseimam npen apat «Hatpus xnogng DACTBOPHTEIE LIS n;gﬂrewmeﬁyz ‘
nexaperrennb dopu s nuscxut 0.9 Yor cepun T010424 coomsememeyem mpebosanusne

HOpMaTHBEHOM sloxymenTaimn HJT JITT-Ne(001316)-(PI-RU)-171022, TIP Ne 20790279-71-21, Benomocru

usmeneHuit Ne 1, Ne 2, Ne 3, Haxonurensuoi pegoMocts uaMenennii Ne 1 k npoussoncrsensoi perentype

iy

ITP Ne 20790279-71-21

Crapumit muxpo6uonor OBTK (OKK) H.A. Hopax

{Homknocts)

{OHO) {1 Anﬁc?i
wryis OBTK (OKIC) T.C. Tennons, oA
o IRIOCTRE, {PHOY (Toannee]
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