PA3PEINEHUE
Ha BBO B rpaX1ancKuii 06opot B Poccuiickoli Deaepauuu cepun 1M naprim
npousseicHHoro B Poceniickolt @exepanyu win BBo3uMoro B Poceuiickyro Deaepanmio
HMMYHOOHOJIOIMYECKOT0 JIeKapCTBEHHOrO TIpenapata
Ne P006-00110-77/05467402 o1 01.07.2026

Boipano AxumonepHomy obuiectsy "TEHEPHUYM". Poccus. 601125. Buoragnmupckas
007acTs, 1.0. ITokpos, noc. Bonsruxckui, yJ1. 3aBoackas, ctp. 273, MHH: 3321027747.

(HaMMEHOBAHNE IOPUIAMIECKOTO LA, Fopuauaeckmii anpec. MHH)
®enepanbuas cayxba mo Hagzopy B cdepe 3ApaBOOXpaHEHHsI HA OCHOBAHHH
3aKI04ennst  McneratensHoit  aGopatopum  Slpociasckoro  pummana  OTBY
"UMLIDYAOCMII" Pocaupasyansopa

(HanMeHOBaHNe (eepalibHOro rocyIapCTBEHHOr0 GIOMKETHOr0 yUpeskaeHHs )
or 26.06.2026 Ne 2392]IK-13/26 paspemaeT BBoj B rpaxaasckuii oGopor
(aara) (HoMep)
B Poccuiickoii ®exepanau HMMyHOGHOI0rAY€CKOT0 JIeKaPETBEHHOTO NpeNapaTa
Juackunrect®

{TOproBoe HauMeHOBaHKE)
Aniepre TyOepKyIe3HbIit pekoMOMHAHTHELH B CTAH 1apTHOM pa3BeIeHNH

(MexayHaponHOe HeNaTeHTOBaHHOE HalIMEeHOBaHUe (rpynnupoBOYHOE UNH XUMHYECKOe)
pacTBOp AJIsl BHYTPUKOXKHOTO BBeAeHus 3 M1 (30 103) - dnakons! (1 wr.) -
NavKn KapTOHHBIE - JULs JIEYeOHO-NPOPUIAKTHYECKIX H CAHUTAPHO-NPOMMIAKTHIECKIX
VUPEKICHHN

(hopma BhIMTycKa (C yKa3aHHeM JiekapCTBeHHOM GOPMbI. I03UPOBKH, (hacoBKH) 1 KOMHYECTRO b yIaKoBKe)

cepun _ABO1826 , o6bem cepum wam naptuun 23894 ,
(nomep cepum) (KOJIHYECTRO YTIAaKOBOK)
rogeH no 04.2028 ,

(cpok rognoCTH)
TPOU3BOJCTBA AKIIMOHEpHOro obmecTBa "TEHEPUYM" (AO "TEHEPUYM"). Poccis.
601125, Biaaummpckas — o6aacts,  IleTymmuckuii paiioH. 1oc. BoapruHckwMii.
yn. 3aBojickas, cTp. 263 (1pou3BoUTE:b (IoTOBOI JID), NepBUYHASA YIIaKOBKA, BTOpUYHAA
YIaKoBKa), cTp. 273 (BEIIYCKAIOUMI KOHTPO:IL KAYECTBa).

(HaHMEeHOBaHUe 1 azpec NMPOM3BOAUTENA (C YKA3aHHEM CTARHUIA NPOU3BOACTBA)
Peructpannonnoe ynocrosepenne Ne JITT-Ne(004778)-(PT-RU) ot 04.03.2024.
HAepixartenb  PErMCTPANMOHHOrO  YAOCTORepeHMs! AKLMOHEpHOE  00LIECTBO
"I'EHEPUYM" (AO '"TEHEPUYM"), Poccus. 601125, Bragumupckas o671acTh,
Terymmnckuit paiton, noc. Bonsrunckuii, yii. 3aBonckas, cTp. 273.

(HauMeHORaHMue, afpec)

3aMeCTUTENb PYKOBOIUTEILS

[1.B. Tlapxomenko
Pocsapasnanzopa A P

JAOKYMEHT ITOAINICAH
SNEKTPOHHOM [TOJIIHCHIO

Ceprudurar OEFOICEF I FAET2029ADI43FOC2 1 79A4 1
Baaaeueu Napxovenro Imurpuii Beeso.10108ny
Jefterrurenen ¢ 10.06.2026 no 03,09.2027




Haumenoanue mo HJI;

Howmep cepum:

Jlara npoussoacTsa:
Cpok ropHocTH 4o
Konnyecrso:

AHanu3 BbinosiHed no HJL;:

» Generium

AKLIMOHEPHOE OBHLECTBO «FEHEPH Y My
‘ 601125, Bragumupexasn obn., r.o.lToxpos.
n. BosbruHckui, ya, 3asosickan, crp. 273

Tend. (49243) 72-3-20, 72-5-14

CEPTUOPUKAT AHATH3A

Ne AB01826

Muackunrect” ansepren TyGepKy.1e3Hblil peKOMOHHANTHDII B CTAaHAAPTHOM

Pa3BEACHHH, PACTBOD A/ BHYTPHKOKHOI0 BBEACHH S

AB01826

04.2026

04.2028

24 054 ynaxosku Ne 1

JHI-Ne (004778)-(PI'-RU)-21.01.2025

23 MEM - He Gonee 600/ daakon.

HaBnexaemblii 06bem

DEADC, ndvetHstil,
Ie venee HOMITHANLHOTO.

| 'hnaxon

Howmep PVY: PY JII-Ne (004778)-(PT'-RU)
=
Hawmeuosaﬂ?e Tisebonds 1 PesyabraTnt §
nokasaTe.leit aHAIM30B
| 2 3
Quucanys @zuymbnwu. BecusertHas npo3pausas KuAKOCTh
becuser nas npospayuas KuIkocTb,
Maentudurars buonoeuneckuir (Mo pasgenam «Crieanduueckan
AKTUBHOCTb) " «CriewndHUHOCTHN ) METOAUKA
NPOM3BOAHTENS.
[lpn  BHYTPHKOMHOM BBENEHHH MOPCKHM  CBHHKAM, CooteetcTByeT
HHPULUNPOBAHHBIM TECT-ILTAMMOM mMukofakTepuit
TyGepKyne3a, NOJKEH BbI3LIBATL NONOKUTENLHBIE KOAHBIE §
PeuKLli. @ BAKIHAMPOBARKBIM BLUK ~ otpitatenssbie. |
Mpo3pauocts ?;(}Eﬁ!zﬁ'tsﬁf:,mb"w”' [lpo3paunmii
.......................... L/ 1 DBITD HPO3PAvHBIM, ” |
OEADC. UV AT, e — :
| Homxen 6u1h Gecuserining. N |
pH DEADC, nomeniuostempuuecxui. ) :
Or 7,35 30 7,55, 7.390
Mexanuueckue
BKJTIOYEHNA
Buouatwie Buzvatenbit, METOANKA NPOMIBOIUTENS,
MEXUHUYECKUE Homxen BriaepxuBars TpeGoBanus. Boinepmusaet rpeGosanis
BILTIOYEHUA,
Heguousme DEADC, cuemno-ghomosempuneckui.
Mexanuyeckue Cpensee KORHYECTBO HacTHL Pa3MepoM
GR1IOYEHUA > 10 MxM — He Gonee 6000/dnarou; 10/¢naron

He Menee HomuHanbHOro

OTPHUATENbHBIMM Ha BBEIOCHIEC I[nacxmnecm“

Ty6epkynuna (PCO T'd PO «CranpaprHblii

Ne AKK-H-01-D-]1969-10)

CEHCHOHNIINPOBAHHBIX BakUMHOH BLDK. nofskusr 6biTh |
"
MOAMKHTENLHbIMI Ha 8BeaeHHe 2 TE ctannaptdoro obpasua |
creunduueckoil Sitonornueckoll aKTHBHOCTH OYIILEHHOTO |
obpasen |
creuHduUUEcKoli aKTUBHOCTH TySepKy/uHa OMILUEHHOFO 2

oTpuuaTtenbHble Ha BBelenne Juacknuiecra' |

U NOAOKHUTENbHbIE Ha  BBeAeHue 2TE |
cranjapTHoro  ofpasua  cneunduueckoli |
BUONOMIYECKOl  AKTHRHOCTH  OUHIIEHHOID |
TyOepKyJiina. |

BaxTepuanbHbie DEADC, ceto-mporb-mecm (vemoo 4).
MHAOTORCHHDI He Gosee 5.0 ED'ma. i Metiee 3.0 ED/Ma |
AHOMansHas DEADC, 6uorosuneckuil.
TOKCHYHOCTb Joiiet GbITD HETOKCHYHBIM., HeTokcuunbiii
(CTepUIBHOCTh QEADC, semod membpanioi ubmpayun, Cr &
e TEePUAbHbII :
Jonken ‘651';“13 CTEPHILHBIM. )
Cneunduyeckasn Buonoeuueckuti, METOIHKA NPOUIBOAUTENA,
aKTHBHOCTb Wunexc cneundimeckoil akTHBHOCTH JIOMKeH
v | OWTOT093 0105, 101
CnetniyHoCTh Buosioouveckuti, METOARKA NPOUIBOAMTENS. KouiHple  peakuiid ¥y  MOPCKHX  CBUHOK,
Komtbie peaxuuu ¥ MOPCKIN CBHMHOK, | CEHCHOMINIUPOBAHHLIX  Bakuuxoll  BLDK.

He xormposupyesoe konuposanne 1 pacrpocmpanentie 3moos JoKYMeInG Sanpewens
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2

Crermpodhomomempuyeckusi, meromixa mpoussonuTend.

R 01020 30030 % 0240 %
Honucop6ar 80 Crexmpodpomonmempyyecicuti, MeromwKa IpomIsoamTer.

L Ot 0,035 510 0,065 mr/vn. 0.0413 Mr/ma
Iponssogcteenmstit | E.coli BL21(DE3)/pCFP-ESAT,
LITAMM U Ulkran st KoHTpOTS: Coortsercrayer

HITAMM D151 KOHTPOJY

Mycobacterium tuberculosis H37Rv.

Onucanye ymaKoBky

Hepounnan ynaxosra, To 3 mu (30 J03) B CTEICISHHDLIX
¢nakomax 1 ruzpommrHUECKOTO Kilacca, YKYNOpPeHHbIX
UpoBKAMH  pPE3MHOBBIME ¢ ofkaTkoM  KOJNIauKaMHu
AIOMUHUEBO-MTACTHKOBBIME ¢ KOHIPOJEM  MepBOro
BCKDBITH,

Ha GoxoByro moBepxmocTs  Kommauxa JIOTTYCKASTCS
HAHECEHAE HOMEPA CEPHE «HH-0anIo).

Ha xaxciptit gaiakos saxnemnpaor STHKETKY CAMOKIESIILYIOC,
Bmopuunan ynaxoexa. 1 Qnaxon momemaror 5 KOHTYPHYIO
AYCHKOBYIO YIIAKOBKY M3 [ITEHKH TIOTHMEPHOH.

1 xomrypryio ueitkxoryio YTIAKOBKY BMECTE C JIMCTKOM~
BR/TA/BIIIEM BK/IaBIBEIOT B AMKY W3 KAPTOHA.

Ilo 3 ma (30 no3) B crexmsEEbX (uaxonax |
THADOJMTIHECKOTO  KIACE8,  YKYNOPSHHBIX
NPOOKAME  PE3WHOBBIMM ¢ OOKaTKol
KONflaukaMH  aJFOMUHMEBO-TIACTHKOBEIMHA c
KOHTPOJICM TIEPBOI'O BCKPHITHSI,

Ha 6orosyio 10BePXHOCT KOMTIAYKA Halecen
HOMED cepry «mH-0asKy,

Ha xexapit Qnakon mawieema »taxerka
CaMOIJISAIANCH.,

1 Qexon nomelter B kKORTYpiyO A9eHKORYIO
YTAKOBKY W3 IICHKH MOJAMOpPHOH,

1 xoHTypHas sueikoBas ymaKoBKa BMECTE ¢

TUCTKOM-BKIAALULCM BIOKEHA B MAMKy U3
KapToHa.

Ormacanue
Mapxmpomm

B coorBetcrRum ¢
PETUCTPALIHOHHOTO TOCHE.
Ilepenunas ynaroexa, Ha sruxerie (naxona ¢ npenaparom
YRASBIBAIOT ~ TOPrOBOC  HAMMCHOBAHME JIEKAPCTBEHHOIO
Opeuapara ¢ MPEAYNPenuTeNsHOl  Mapkuporkodt  ®,
TIeKRPCTBCHHYIO (JOPMY, KOIMPOBKY, KONMHECTBO 103 BO
{naxone, obbeM mpenapata Bo (maKoHe, CcOXpamcHHOE
HAUMEHOBAHHME  MPOM3BOLMTENS,  DPSAYOPSAHTENLHYIO
Hanmiach  «CrepwibHoy, Homep cepuu («Cepuay), mary
HCTeUenHd cpoka ropsocTu («ozeH now). Jlomyckaercs
HaHECEHUE 3aBOACKOTD OyKBEHHO-UM(YPOBOTD KOMA.
Bmopuynas ynaxoers, Ha nauxe ykasmimator: TOProBoe
HARMEHOBAHUE JIEKAPCTBEHHOTO npenapara ¢
npeRynpesurensiolf  Mapxuposkoif ®, rpynmupopodHoe
HAAMEHOBAHNE, JIEKapCTBEHHYIO (opMy, cocTas ha 1 fiosy
npenapara (HAMMEHOBAHWE M KOJIHUECTBO AeHCTBYIONIEro
BEMECTBA ¥ MCPEYCHb BCHOMOTATC/ILHBIX  BELIECTB),
AO3HPOBKY, KOMMUECTBO 03 BO (utakoue, oGbeM npenapara
BO (AKoHe, HAMMCHOBAHHE Ke[IKaTeNs PEryCTPAnHOHHONO
YAOCTOBEPERUA (nepxarens PErHCTpanuoONHOT
YAOCTOBEPEHHA M NPOHM3ROAWTENbL  NEKAPCTREHHOID
Tpenapara COBIAJAiOT) U €10 COKPAIEH R anpec (ctpana),
JIOTOTHN, ~ YCNOBMA  XDaueHMs,  YCJIOBMS  OTIyCKa,
NPEAYIPEAUTeNLHbLIE HANIMCH: (XPAHKTE B HENOCTYIIHOM
Ui Deredt MecTey, «Crepunuon, MTPAROBON Ko

Ha Goxosyio rpams pauxd HAHOCAT MaATIHCH: «Cepnsy,
«[ara npoussozcrsay, «I'oxen n0», «GTINY (rnoBambreH
HICHTUGUKAIMORELIE  HOMEp), «S/N» (uuuuBERAYaTE LI
CepHHHBIH HOMEP TOProBoi SNMUUIbL), & HA BEPXHMIY xnanau
A9KH METOXOM IeYATH HAMOCAT AX 3HAYCHUS,

Honycxaercs: HaHeceuwe cpeactsa HUCHTUVKAMHA B BULE
ABYMEDROIO WTPHXOBOIO KODA # 33BONCKOTO GYKBEHHO-
HEGPOBOTO KOuA.

pasmesioM 132 Momyns |

Ha otukerxe duiarona ¢ npenapatoM ykasaro:

TOPrOBOC  HAUMEHOBAHME JIEKAPCTBEHHOIO
fpernapara ¢ TpenynpeauTessHo
MapKHpOBKoH  ®, nexapcreenHas  Gopma,

JI034POBKA, KOJIHUECTBO 103 RO (PIaKowe,
ofbem npenapata B0 (IAKOHe, COKpALLEHHOE
HAUMEHORAHME TIPOM3BO AHTENS,
HpefynpenuTensuas Haamueh «CTepunsHoy;
HoMep cepun («Cepus»), nata mHCTEYeHMS
cpoka ropmocta («l'omen mow). Hawmecen
3aBOACKOH GyKReHHO-LH(PPOBOY KO

Ha nauxs YKa3aHO; TOPronoe HauMEHOBAHHNE

JIEKaPCTRBHHOrO npenapara ¢
npexynpenurensHoH MapKHPOBKOH ®,
IPYNIEPOBOY HOE HAWMEHOBAHHE,

TexapeTsennas  opma coctas ma 1 josy
npenapatd  (HaHUMEHOBAHHE L KOJMYECTRO
IEHCTRYIOIEr0  BEIECTBA M nepeueHs
BCIOMOraTeNpbHBIX  BEILIECTB),  JO3HPOBKA,
KOnM4ecTs0 103 BO  ¢naxome, ofbeM
Tipemapara  BO  UIAKOHE, HAMMEHOBAMME
Aepiarelst PErUCTPanAOHHOMD
YROCTOBEpPEHHSN {nepxarens
PErucTPALOHHOTO YROCTOBEPEHHY 28
TNIPOHIBOMHUTEN JICKEPCTBEHHOIO Operapara
CODNANAOT) M ero COKpalleHHsiH  anpec
(c1pasa), goroten,  yenoBus Xparenus,
YCHOBHSL  OTIYCKA,  HPeAynpemuTesI,HbIe
Hapmicu: «XpaHuTh B HEAOCTYNHOM s
Hereid Mectey, «CTepmibHoy, IITPUXOROM KO,
Ha GOKORYIO IPaHb IAUKH HAHECOHb HANTHCH:
«Cepunn, «[lata npomssoacTsay, «oneH JIo»,
«GTINY (robanbubii HAeHTH B KALONHEI i
HOMep), «S/N» (uHaMBHIYanLHB cepuiiHbI
WOMep TOPTOBOW CAMWHMIIBY), @& Ha BepXHuil
KIANaH NauKky METOJOM HEUATH HAHECEHhl UX
3PAUCHU.

Hauecenn cpencTna waeRTH(MKaTIY B BAE
HBYMEPHOTI'O HITPUXORBOTO KOJIA W 3aBOJICKOrO
OyKRenHo-1unipoBoro Koya.

Cpox romsocru

2 roma

10 30.04.2028

Ne AKK-H-01-0-1969-10

He wonmpuonupyemoe ronuposmiue u pacnpecmpaneriue 3moeo Ookymenma sanpeyeno

Ceprndmuxar aramiza No AB01826 o 18.05.2026

Crpanuna 2 us 3




Vevosust xpunenus: npu Temneparype o1 2 1o 8 (. He 3amopamnisare. [Jonycxaercs OAHOKPATHOE XPAHEHIIE [IPEnapaTa npu
Temneparype e sbitie 15 °C - ve Gonee 15 cyTok wnu He Boiwe 25 °C - ne Gonee 7 cyTok.

Drakon ¢ npenapatoM NOCAE BEKPHITHA AOMYCKAETCA XPAHMTH He Gonee 2 yacos npu Temnepatype 25=2 °C,

Yewogusi mpancnopmuposans: TIpH Tesnieparype o1 2 no 8 °C. He 3avopaxnsaTh. JlonyckaeTcs TPAHCMOPTHPOBAHKHE TpH
Temrepatype He sbiwie 13 °C - ne Gosee 7 cyTOK.

3axuouenne: Inackuntect” anepren TyGepKy.IeHbli peKOMOUHAHTHBI B CTAHIAPTHOM Pa3BeJEHHM, PACTBOP
A9 BHYTPUKOKHOTO BBeneHus cepul ABO1826 coorsercrayer tpeGosanuam HJIL JITT-Ne(004778)-(PI-RU)-

21,01,2025,

Hupexrop AKK AO «TEHEPUYM)» Mpocstok M.B. 18.05.2026

No JIKK-H-01-d-1969-10 CepTiuka ananza Ne ARS26 o1 18 052026
He Rosmpasyesioe konmpoganiee 1 PUCHPOCTIPUREHIE OO DAKYMEE FINPEIeNo C TpaHyua 33zl




