PA3PEIIEHUE
Ha BBOJL B rpaxcianckuii 06opor B Poccuiickoii Dejiepaunu cepun uam napTum
Hpon3Be/ieHHoro B Poccuiickoii deaepaunu umm BBo3HMOro B Poccuiickyio ®eneparmio

MMMYHOOHOIOTHYECKOTO JIEKApCTBEHHOTO npenapara
Ne P006-00110-77/05385190 ot 23.06.2026

Brinano Aximonepromy obuecrey "TEHEPUYM", Poccus, 601125, Bulagumupckas
00JacTh, r.0. [Tokpos, noc. Bonbruuckuit, ya. 3aBojickas, crp. 273, UHH: 3321027747,
(HanMeHOBaHUe OpUIIYECKOro LA, topuanyeckuit anpec, UHH)
Denepanbuan cayxba mo Hax3opy B cdepe 31paBOOXpaHEeHHS HA OCHOBAHMH
3akouenuss  Ucnsrrarenshoi nabopatopun  SIpociasckoro Gummana  OI'BY
"MMILIDYAOCMIT" PocspaBuanzopa
(HaumeHoBaHKe denepanbhoro FOCYAapCTBEHHOrO GIOIKETHOTO yupeskaeHus )
or 18.06.2026 Ne 2016J1K-13/26 PaspemaeTt BBOA B rpaxaaHcKuii oGopor
(nara) (Homep)
B Poccuiickoii ®enepanun MMMYHOGHOJI0THYeCKOro JIeKapCTBeHHOT0 npenapara
[uackunrect®
(Toprosoe HaUMEHOBaHHe)
Anepren TyGepKyIe3Hblil peKOMGUHAHTHEL B CTaH{apTHOM pa3BeJeHUH
(Memlyuapomioe HCMATEHTOBAHHOE HAUMEHOBaHUEe (l‘pyﬂﬂ”pOBO'—lHOE WU XHMMHGCKOC)
PAcTBOp [t BHYTPHKOKHOTO BBeIeHHsA 3 M1 (30 103) - ¢naxonsr (1 mr.) -
NavKH KAPTOHHBIC - JUIst JIe4eOHO-TIpOdUIaKTHYECKUX 1 CaHUTapHO-NIPOPUIAKTUYECKHIX

YUpEXKIACHUH
(dopma BeITTyCKa (c yKazanmem JIeKapCTBEHHOM (HOPMBI, 103MPOBKH, PACOBKH) M KOTHIESCTEO B yIakoBke)
cepun _ABO1226 , o6wem cepun uan napruu 23644 ,
(nomep cepun) (konu4ecTBO yrakoBok)

rogen 1o 03.2028 ,

(cpok roaHocTH)
NpoH3BOACTBA AKIIHOHEPHOrO o61mecTBa "TEHEPUYM" (AO "TEHEPUYM"), Poccus,
601125, Brnagumupckas obnacts,  [leTymmHckwuii paiioH, mnoc. Bonbruuckuii,
ya.  3aBoickaf, cTp. 263 (MpoM3BOAMTEN: (rotoBoii  JI®), nepuuHas yIIaKoBKa,
BTOpHYHAA yNaKoBKa), ¢Tp. 273 (BeImycKaromuit KOHTPOJIL KayecTna).

(HanmeHoBaHme U anpec NPon3BOAMTENS (c yxazanuem cranmii TPOU3BOICTBA)
Perucrpaunonnoe Yaoctrosepenne Ne JI[1-No(004778)-(PT-RU) ot 04.03.2024.
HAepxateab  perncTpaunmoHHOro YAOCTOBEpEHHA  AKIMOHEPHOE  0OIIECTBO
"'EHEPUYM" (AO "'EHEPUYM"), Poccus, 601125, Bnanmmupcekas  o6nacrs,
[letymmHckwuit paiion, moc. Boubrunckuii, yi1. 3aBoxckas, cTp. 273.

(HanMenoBaHue, anpec)

3aMecTuTeNb pyKOBOIHTENS
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Homep cepin: ABO226 v
ara npoussoncrea: 03.2026 v
Cpok roanoeti jo: 03.2028"

Konuuecrso:
AHH BLINOANEH 10 Ha:
Howmep PV

23804 yuakonkn No 1
JHT-Ne (004778)-(PT =RU)-21.01.2025
PY JIIT-Ne (004778)~( PI-RU)

Haumenopapye
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Pesynwbrarm

Busvasuen,
Becuseruan PO3PAYHAS KHUAKOCTD.
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TpeGosanusg | 11
P AHANH30R
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becusernas Npo3paikas wHakocT

lmd)m_xmmaa HHEBIM TECT-mraMmmom

ADC, suvaronen,
Homwen Suire Npospayubim.
« BUINATBHbI,

b Occuernpn,
DEADC, nomenyostempuy ecrki,
017,35 a0 7.55.

Y rvemmer e e Tttt

AU, @ BaKUNHHPOBAKNLI BI DK _QTpHuaTe

Hpospaunocrs,

setnoctn

Mexaunuecke
BK.IOYEHHS

Budunere Busvanrenedi, meronxa NPOM3BOAMTE S,
Mexanueckue Jlonken BblLIepskHBaTh TpeGopany.
SRIOYCN UM

Hesuouvime
Mexanuueckup
GRUOYCHUS

MEADC, cuentmo-homosempuvecri

Cpeanee konnuectno HacTiu pasmepon

2 10 MM - e Gonee 6000/nakon:

1.2 25 MKM - He Gonee 600/daaron.
DEAIC, obnesmpi;

He menee HOMUHa/bHOT O,

M3saekaemurit 00bem

Haentudimkay Buoavewuecrun (no pasnenam «Criettdmieckas
AKTHRHOCThy # «Crietndranoctey) MeTOAMHK
NpoU3BOANTE S,
Mpu BHyTpHKORHON BBCACHHI  MOPCKUM  Crumkam,

MHKoSakTepuii
Ty8epkynesa, aomken BRISLIBATL ONOKHTE MMHBIE KoKHBIE

C “0OTRETCTRYOT

[pospaunmij

BecupeTrsii

7,420

Boraepimupaer rpeosanus

8/thaaron
1/pnaxou

He menee HOMMHAILHOTO

DEADC, cerb-mpovG-mecm (vemoo A).
He Bonee

Bakrepnansupie
IHAOTOKC HHbI
AHomanbuag
i

TOKCHYHOCTH

OKeH ObiTh HETOKT U HBIM,
e DV LUK MY .

Menee 3.0 ED/mn

Herokenunsiii

Crepiabhocts DPEADC, viemod ©Mevbpannoi Dursmpanu,

s OJDKEH OLITh CTE!ZI'J!h'ibﬂl.

Crieundmueckag
AKTHBHOCTY

Buorocuneckun, meronnxa NPOH3BOIHTE S,
Huzeke cneunguueckor AKTHBHOCTH f0/mKeH
Outhor095a0105.
buorocieckun, metonnka NPOM3BOAHTE ],

Koxuple peakin y MOPCKIX CBHHOK,
CEHCHBMTIHPOBAH HbIX bakunuoit BLDK, nomkwer Gpirs
OTPHUATENBHBIMI  Ha  BRegeme Huackuntecta®
MONOKUTETLUBIMU Ha BBe e H e 2 TE etannapruoro o0pazua
Creunduueckoii Guonoruueckois AKTHBHOCTH OuMIIeHHOrO
TyGepkyanna (GCO [ © PO «Crannap T obpasen
[ creunpuICckoii akTnagocTy TYOepkyanna ounennoro 2

Creundmunocty,

L

CrepuibHbIfi

1.00
Kowusie  pearimn Y MOPCKHMX  CBHHOK,
CEHCHOMMMIMPOBAH HBIX BaKLHHONH  BLDK,
OTPHUATEBHBIE HA BBeneHIe Huackuurecra®
W NONOKHTEABHBbIE Ha BReeHe 2TE
CTaHIapTHOrO  ofpasua cneunduueckol
Suonorueckoii AKTHBHOCTH  OYHIeHHO o

TEBO, I mam, ackieTsylowero cpoka rogwocrn),

Ne JIKK-H-0 {01969~

He ROnMpOIIPYeNOe Konuposanie « Pacnpocmpanesiie oo DOKVMEHIG 3mpe ige o

TySepkynuua. J

Ceprdinxar anamaa No ABOI226 01 24.04 2026

Crpanuya | 3 3




1 2 3
ek Crexmpoghomomempuneciiai, METOTHKA PONIBOANTENS.
T 010,20 710 0,30 %. 0,238 %
onucopGar 80 Crexmpopomosempuveciusi, metonnxa TPOH3BOHTENS.
Or 0,035 510 0,065 mrima. 0,0393 mr/ma
Mpouspoacrsenmmntit | f£.coli BL21 (DE3)/pCFP-ESAT.
HITAMM # Iiramu juia koHTpONA: Coorsercrayer

LITAMM UL KOHTPONIS

Mycobacterium tuberculusis H37Ry,

YKASHIBAOT  TOPTOBOG  HAMMEHOBAHHME  JIEKAPCTREHHOTO
npenapata ¢ - npepynpeRuTenbHolf  Mapkuposkodf  ®,

JCKAPCTBEHHYIO (POPMY, NOZHPOBKY, KOJIMYECTRO HO3 BO
(naxore, ofbem npenapata BO (nakome, COKpaLIenoe
HAMMEHORAHUE  NPOMIBOAHTCNA,  MPEAYNPETUTENLHYIO
Haanuck «CTOPHABHOM; HOMep cephH («Cepmny), naty
Hereuenus cpoxa ropuoetd («Tomen pov). Homyckaercs
HAHECEHHE 38ROACKOI0 Oy KBEHHO-ITUPPOBOTO KOAA.

Bmopnunan ynaxosxa. Ha nauxe YKa3biHAIOT, TOPIoBOE
HAAMEHORAMME JICKaPCTBEHHOI'O npenapara c
Opeaynpepurensnolf  Mapkuposkoit ®, rpynmuporovTHoe
HAUMCHOBAHHE, TeKApCTReHHYIO opMy, cocTas wa | gozy
npenapara (HAHMEHORAHHE M KOJMYECTRO neficTyiomero
BOIIECTBA M mepevenh  BCUOMOTATCMbHBIX  Bemiects),
AOINPOBRKY, KONMMECTBO /103 BO (utakone, afbem upetapata
BO (naxone, HaUMEHOBANHE JepikaTels PErHCTPALHOHHOTO
YAOCTOBEPOHUA (nepaxare PETHCTPAFOHHOIO
YAQCTOBCPOHHA M NPOM3BOAHTENAL  JIEKAPCTBEHHOTO
Mperapara COBNAMIOT) H Cro CORPALIEHHBIN aspec (cTpawa),
JOTOTHI,  YGNOBMA  XPAHOHWSA,  yCIOBMA  OTMyCKa,
HPCAYNPeAHTENLHLIC HAANUCU: «XPaHHTh B HOMOCTYIIHOM
g gerel mecrey, «CTepHILHON, LUTPHXOBOM KO,

Ha GoxoBylo rpanh nauku HaHOCST wHammBCH: «Cepnsy,
«Mara npouspojicTeay, «Tonen 1oy, «GTIN® {rnoBannimi
nienTpukanHonuLIi  nomep), «S/Ny (mupmBnLy anL i
CePHUHLIA HOMEP TOPrOBOIf eMHHIRLL), 4 1A BepXHUH Knanan

NAYUKH METOLOM MEATH HAHOCHT MX 3HAUCHHA,

Honyckaeres HaHeCCHMC CPEACTBA HACHTHOWKALMA B BUAE
ABYMCPHOTO INTPHXOBOTO KOAZ H 3aBOACKOTO 6yKBEHHO-
npoBore koaa.

Ounucaune ynaxopku | Hepsuunan ynaxosxa. o 3w (30 m03) B crexmsmunx | 1o 3 mn (30 203) B CTEKNAHHBIX (naxonax 1
hrakowax [ rwponuTHUECKOTO  KoTACCA, YKYNOPEHHBIX | THUPOJIHTHIECKOTO  KAACCH,  YKYHOPEHHbIX
npobKaMn  pe3uHOBBIMH ¢ OBGKATKOM  KOMIAMKAMHE NpoGKkaMM  pesHHOBHIMH ¢ OBKaTKON
GMOMUNHERO-IIACTHKOBBIMM € KOHTPOJEM  NePBOro | kKoniaukame WHOMHHHOBO-TINACTHKOBLIMH ¢
BCKPLITHS, KOHTPONEM NEPBOTO BCKPHITHA,

Ha Gokosyio nosepxmocts  konmmauxa Houycxaetes | Ha GOKOBYIO MOBEPXHOCTH KOJINAUKA HAHeceH

HAHCCCHHE HOMEPA Cepril «HH~-GaKy. HOMED CEPHM CMH-Gamiy,

Ha xaoxaniif durakoy HAIICHBAIOT I TUKETKY camMoknesiyiocs. | Hla  kamastt  guakow mnakieenma  sTakeTka

Bmopuunan ynaroska. 1 gnaxon nomen@oT KOHTYPHYIO | CAMOKICALIANCS.

AYCHKOBYIO YIAKOBKY M3 MIEHKH TIONUMEpHOH. I hraxon roMeltes » KouTYpRYIO aeHkonyio

| KOHTYpHYIO SMEAKOBYIO YIAKOBKY BMECTE ¢ JIHCTKOM- YHAKOBKY U3 TWIEHKHU NONHMEPHOIl,

BIIAABILIEM BIUIAABIBAIOT B HAYKY M3 KAPTOHA, 1 KoHTYpHAA sSUEHKOBAA YNAKOBKA BMCCTE ¢
JIHCTKOM-BKIANBIUCM BIOXKCHA B [AYKy M3
KApTOHA,

Onucanne B cootsercrsum ¢ pasaenom 1,32 Moaynsn 1 | Ha stukertke (nakona ¢ npenapatom yxasauo:

MapKHPOBKM PETHCTPANHORHOIO I0ChE. TOProBOE  HAHMEHOBAHUC MIEKAPCTREHHOTO
Hepauunan ynaxoara. Ha yrixerio (hmaxona ¢ npenapatom npenapara ¢ UPSAYIIPENTE b HO

MapkupoBkoif  ®, Jsexapcrmenmas  hopma,
RO3MPOBKA, KOMMYECTBO JI03 BO (uaxoue,
ofbeM mpenapata Bo (uiaxone, cokpaIeHHO
HAHMEHOBAHKG TPOH3BOANTENA,
npeynpeanresivias Haanuch «CrepuabHOY,
Homep cepun («Cepus»), nata uoeTeHEHuS
cpoka roamocta («'osmen po»). Hawecen
3aBoackoi GyxnenHo-uudposoit xon,

Ha mauke ykasano: toprosoe wammenonasue

JIEKAPCTREHHOTO npenapara ¢
npegynpenurentroli  mapkuposkolt  ®,
TPYTTTPOROMHOE HaHMeHOBalIHe,

nexapersennad dopma coctas ma 1 gosy
npenapara  (HAUMENHDBAINE W  KOMHYCCTRO

neHCTBYIONIEr0  BCLICCTBA M mepedern
BCHOMOTATENILHBIX  BOIIECTB),  JO3HPOBKA,
KONMYECTBO  H03  BO  nakone, obbem
nperapata B0 duiakoHe, HAMMEHOBAHHME
Aepxares PErHCTPAUMOHHOTO
YAOCTOBEPEHIS (nepsxarens
PETUCTPAMOHHOIO YAOCTOBEPEHUN "

TPOH3BO/MTENL EKAPCTBEHHOTO OpenapaTa
COBMAAT) 1 ero cokpameHnsif aapec
(ctpana), norotun, ycsnoBHsa XpaHeHus,
YCNOBHA  OTIHYCKA,  NPEAYOPCAMTENbHbIC
Haanuew: «XpawuTh B HONOCTYNHOM  /UId
Aereit mecrey, «CrepulibHo», mTpEXOBOH KoZ.
Ha GoKoBYIO IpaNB HAUKH HHHECCHb! HATHCH:
«Cepusm, «JlaTa npou3BoacTBay, «I'oeH oy,
«GTIN» (robansusiii uAeHTUOHKALHO K b
HOMeED), «S/Ny» (uiunnayan,Hbit cepuitnbiif
HOMED TOPIOBOH EeAHHWIN), 2 Ha BepxXHuii
KJIamad uauki METONOM NEeUATH HAHECCHSH! HX
3HAYCHHA,

Hanecernt cpenctaa uaeHrndmkaunn n puse
ABYMEPHOTO UITPHUXOBOIO KOJA H 3aR0OJCKOrO
GYKBCHHO-LMPPOROTO KO,

Cpox roguocTu

CPOK XpaHEHHS)

2 roja

10 31.03.2028 V

Ne JIKIK-H-01--1969-10

He xonmponupyesoe xomupoeanue u PACRPOCIIPANEHNE 3020 DORYMEHIMG IANPEUEHO

Ceprudmrar ananusa Xe ABO1226 o1 24.04.2026

Crpannna 2 w3 3




Yerosus XPanenis npu ey feparype o1 2 10 8 °C. He SAMOPOKIBATE, [lonycxaerey OAHOKpaTHOE Xpanenie fpenapara npy
TEMIEPATYPe He BLiwe 15 °C . He Gonee 15 eyrok He Bbite 25 °C — ye Bogee 7 CyTOoK,

Dnakon ¢ fipenaparos nocae sekpeitig ACHYCRACTCH XpaHiTy pe Boaee 2 yacop fpH Temneparype 2542 oC.

Vewoans MParCnopmuposamyy ; Hpi TeMinepatype ot 2 g0 § °C. He samopascusary, Honyckaercy TpaxcnopTiposanye npu
Temneparype ve ppie |5 °C — He Gonee 7 CYTORK,

3akovenne: Muackuyrect* arepren 1yGepryneapii PCKOMOHHAHTI1L1 g CTauaapTom passesenny, pacTBop

VIR BHYTPHKOKHOTO BBe ok cepuu AB01226 s TBETCTRY Jpeﬁoaauhm_ HJT J’II'I-NQ(004778)~(PF -RU)-
21.01.2025, :

HpexTop JIKK AO «I'EJy EPHYM) 24.04.2026

No KK -H-01--1969. 0 Ceprdurkar anama Ne AB01226 o1 24.04 2026
He Konmpongyeoe Konuposanue PACRBOCIDUNE e oo DORVA I QNP Ue O {5 TpaHuua 3 3 3




