PASPEHIEHHUE

Ha BBOJI B IpakIaHCKuii 060poT B Poccuiickoit deaeparuu cepun uian napTHH
npousBeaeHHOro B Poccniickoit Oenepaunn uinu BBo3uMoro B Poccuiickyro ®eepariio
MMMYHOOUOIOTHYECKOT0 JTeKapCTBEHHOrO Mpenapara
Ne P006-00110-77/04989343 ot 07.05.2026

Bbinano Axumonepnomy ob6mectsy "TEHEPUYM", Poccus, 601125, Brnagumupckas
obsacrts, r.0. [Tokpos, noc. Bonerunckuit, yi1. 3asoackas, ctp. 273, UHH: 3321027747,
(HaMMeHOBaHUe KOPUAMUYECKOro JINLA, Iopharyeckuii anpec, UHH)
®enepaabHasi cay:kb6a no Haazopy B cdepe 31paBOOXpPAHEHHsI HA OCHOBAHHH
3akjaoyenust  McnoeitatensHod  naboparopum  Slpocnasckoro  ¢unuana  OIBY
"MMIIDYAOCMIT" PocanpaBHamzopa
(HanMeHOBaHue (eaeparbHOro rocy 1apCTBEHHOIO OFOKETHOTO YUpeskIeHHs)
or 30.04.2026 Ne 1605/K-13/26 pa3pemaer BBOA B rpasaaHcKHii 060pot

(nara) (HOMeED)

B Poccuiickoit @enepaunu MMMYHOGHOIOI HYECKOTO JIEKAPCTBEHHOT0 Mpenapara
Jlnackunrect®
(TOoproBoe HaMMEHOBAHHE)
AJuepres TyOepKye3HbIi peKOMOMHAHTHBII B CTAHIAPTHOM Pa3BeleHHN

(MeKIYHAapOJHOE HEMaTeHTOBAaHHOE HaMMEHOBaHMUe (IPYIIMPOBOYHOE MM XMMHYECKOe)
pacTBOp AJI BHYTPUKOXKHOTO BBeAeHMs 3 Ml (30 103) - hiakonsl (1 mrT.) -
NayKy KapTOHHBIC - IS JIeYeOHO-IPOPUIAKTHIECKIX U CAHUTAPHO-NPOPUIAKTHIECKUX

YUpEIKACHUN
(bopma Bbinycka (¢ ykazaHueM JIeKapCTBEHHOI (HOPMbI, 103UPOBKH, (GACOBKH) H KOIMYECTBO B YIaKOBKe)
cepun  AB00726 , oObem cepuu wiu maptuu 23751 :
(Homep cepum) (KOIMYECTBO YNAaKOBOK)

roged no 02.2028 ,
(CpOK rOJIHOCTH)
npouspoacTBa Akunoneproro obmecrsa "I'EHEPUYM" (AO "TEHEPUYM"), Poccusi,
601125, Bnagumupckas — obmacte, IleTyliuHCKMii  pailoH, 1oc. BOJBIHMHCKHIA,
yI1. 3aBOACKas, CTp. 263 (mpousBoauTens (rotoBoii JID), mepBrYHas ynaKoBKa, BTOPUYHAS
yIakoBKa), cTp. 273 (BbIMyCKAIOINI KOHTPOJIb KAYECTBA).

(HaMMeHOBaHME 1 afpec MPOM3BOANTENS (C YKa3aHHeM CTaauii MpOM3BOJCTRA)
Perucrpauuonnoe ynocroepenue Ne JIIT-Ne(004778)-(PI'-RU) ot 04.03.2024.
HAepiaTesb  peruCTPAlIMOHHOTO  YIOCTOBepeHHs  AKIMOHEPHOE  OOIIECTBO
"T'EHEPUYM" (AO "T'EHEPUYM"), Poccusa, 601125, Brnagumupckas o6nacTs,

[TerymmHCcKui paiion, noc. Bonsruuckui, yi1. 3aBojckast, ctp. 273.
(HauMeHOBaHUe, ajpec)

3aMecTUTeNb PYKOBOAUTES

B.II
Poc3npaBraazopa J1.B. TTapxomeHnko

JOKYMEHT ITIOAIIMCAH
UIEKTPOHHOM TTOATINCHIO

Ceprudukar 42D1B24AD82BBD113BD1263FE2CCBC89
Buanenen Iapxomenxo [Imutpnii BeeBoaonosnu
Heiicrurenen ¢ 07.04.2025 no 01.07.2026




\

Generium

Pharmaceuticats

AKUMOHEPHOE OBILECTBO «I"EHEPUY M»
601125, Biragumupekas o6a., TerymmHekuit p-n,
* noc. Bosibrusckut, yi. 3asojckas, crp. 273

rest/h. (49243) 72-5-20, 72-5-14

Hanmenosanne o HJT:

Homep cepun:

Hara npoussosncrsa;

Cpox roasocry 10:
KomuuecTso:

Ananm3 BeMosHeH no HJT:

CEPTH®NKAT AHAJIA3A Ne AB00726

Huacknnreer® astepren Ty6epkyesuiii peKOMOHIANTHLIIN B CTARAAPTHOM

PAa3Be/ICHAH, PACTBOP /ISt BHYTPDHKOMXHOT0 BRE/ICHUH

AB00726 ¥

02.2026 ¥

02.2028 v

23 911 ynaxopok Na 1
JI-Ne(004778)-(PT™-RU)-21.01.2025

Homep PV JHT-Ne(004778)-(PT-RU)
Haumeugnaune TpeGorarus HII Pesynbrarsi
noxkasarenei aHANM30B
1 2 3
Onucanue Busyanvroiil, B
BeclmeTHas MpospauHAT KHAKOCTH ©CIBETHANA IPO3padHai KUAKOCTh
Haewrnduxanus BPuonozuueckuti (o pasenam «Crieuntuyeckas
8KTHBHOCTbY U «CrienuimHoCTbY ) METoIHKa
NPOH3BOIHTENS. ‘
[Ipy  BHYTPHKONHOM BBEUCHHMH MOPCKHM  CBHHKAM, Coorsercreyer
HHPHALMPOBAHHEIM TECT-INTAMMOM MukobaxTepuit
TyGepKyIe3a, JOIKEH BLIBLIBATL HONOKHTENLULIE KONCHLIS
peakimy, a paximunposannsiv BLDK — otpunatensusie
Mpospaunocts DEAJC, suzyansnstii. Jlomken 65ITh IPO3paiHEIM [Ipospaunsiit
1leTHocTs DEADC, susyanviuil, Jlomien GbITh GECIRETHRIM Becipernniit
H DEADC, nomenyuomempuvecrusl.
P Or 7,35 510 7,55 7,400
Mexanuyeckue
BKJIOUCHHS
Budumuve Busyansibitl, Memoduxa npouseodumens
Mexanuieckue Jlomken BbIAEPKHBATH TPEGOBAHHS Boizepxxusaer tpeGoBanus
EXITIOYENNA, DEADC, cuemno-homonempuveckuii
Heauoummie Cpennee koTHIECTBO HACTHIL PA3MEPOM
Mexanuuiecrue 2 10 mkM — ne 6onee 6000/dnaron 6/dpnaxon
SITIOY NS 2 25 mkM — Re Gonee 600/dgnaxon 1/¢uraxon

HUsenexaemprit o6mem

DEADC, obvemnoril,
He Menee HOMMHAILHOTO

He mence HoMuBansHOTO

TyGepkyanna (PCO I'd Pd «Cranpapruetii  0Gpasen
creuudnyeckolf aKTHBHOCTH TyGepKyNHHA OYMINEHHOIO 2
TE 8 0,1 ma», igHCTBYIOMET0 CPOKA FPOTHOCTH).

Baxrepuansubie DPEADC, zenv-mpomb-mecm (memod A)

3HOTOKCHHBI He Sonee 5,0 ED/Ma Menee 3,0 E9/mn

ABOMaNBHAS ®EADC, buonozuyeckuii.

TOKCHYHOCTD Homicet 6bITh HETOKCHYHBIM Herokcuuuniit

CrepuibHOCTn PEADC, memoo membpannoti dunsmpauy Creprsin

1 | Homxen Gerrh creprimmbin

Cnenuduyeckas Buonozugeckudl, memodura npoussodumens

AKTHRHOCTH Hunexe cnenndumeckoii akTUBHOCTH NOIDKEH
Gbirs or 0,95 n0 1,05 0,99

Cnenudmurocts buonoauiecruil, memodura npoussodumenn Koxubie peakuuu y MOPCKMX —CBHHOK,

: Koxuwie peakuuy y MOPCKHX CBHIIOK, | CelcHOMIM3HpOBaHHEIX  pakuuHolt  BIDK,
CencHORTMIMPOBANHBIX  Bakumnol BIDK, HOMKHB Guith OTpHHATENbHBIC HA BReneHHe Juackuarecta®
OTPHIATENLHBIME  HA  BBesenuwe  llnackumrecta®  w | M monoxwurensmble na  meenenue 2TE
NONIOKHTENbHbIMA Ha BBesesue 2 TE cranpaptHoro obpasua | cranuapTHoro obpasua  cnewMpBgecKoif
creuadnueckoll GHOIOTHYECKOH aKTHBHOCTH OMMIIEHHOTO | BHOMOTHHECKOM AKTUBHOCTH  OYMLUEHHOTO

“TyBepKysinHa.

Cnexmpodhomomempuuecrcuii, memodurq npouseodumens

Ne TIKK-H-01-]-1969-08

e 010,20 10 0,30 % 0,238%
Monucopbar 80 Cnexmpodsomomempuneckuii, memodura npoussodumens
070,035 a0 0,065 mr/vr 0,0399 mr/va

't

020 AOK 3any

pyemoe % u pacnpocnip

Ceprudmxar avamisa Ne AB00726 ot 31.03.2026

Crpanuua 1 3 3




YKA3LIBAIOT  TOProBOC — HAMMCHOBAHHE  JIEKAPCTBEHHOrO
Tnpenapata ¢ PSAYUPE/MTEILHON  MapkupoBkol  ®,
NIEKAPCTBEHHYIO (OPMY, NO3MPOBKY, KONHYECTBO 03 BO
maxore, ofbeM npemapate Bo (raxowe, COKpanieHHoe
HAUMCHOBAHHE — TIDOM3BOAMTENSA,  NPEAYLPEAHTENLRYIO
HAIMUCh  «CTEPHILHO»; HOMED cepun («Cepuan), mary
ucTeueHHa cpoka rofHoctH («I'oger xon). Jlonyckaetes
HAHECEHHE 3ABOJICKOTO SYKBEHHO-LHDPOROIO KOAA.
Bmopuunan ynaxoska. Ha nauke ykassmaior: TOProBoe
HAUMEHOBAHHE JICKapCTBEHHOIO npenapara ¢
DPEAYNPEANTEIBHON MapKuposkol ®, IPYIIHPOBOYHOE
HAHMCHOBAHNC, NIEKApCTBEHHYIO (opmy, coctas Ha 1 o3y
Tpeniaparta (HaHMEHOBAHHE H KOJMYECTBO NeHcTRYIONEro
BEIICCTBA M MEPEUCHb  BCIOMOraTENBHHIX  BElecTs),
AO3UPOBKY, KOMHYECTBO 103 BO (mawone, oGkeM npenapara
BO (akowe, HAMMEHOBAKME Jepiates PETHCTPALHOHHOIO
YIOCTOREPEHMS (zepoxcarens PErHCTPALIHOHHOTO
YAOCTOBCPEHUS  H  IPOM3BOJMTENh  JIEKAPCTBEHHOIO
npenapaTa coBNAAIOT) 1 ero cokpatentmii agpec (crpana),
JOTOTHIL,  yeNOBMA  XPAaHEHHWf,  YCIOBMA  OTIYCKa,
NPCAYNPEANTCILHBIC HALNUCH, «XPaHHTh B HEAOCTYIHOM
Ana gereit Mecten, «CTEPHABLHON, IITPHXOBOH KO

Ha GoxoBy0 Ipaub naukW HAHOCAT HALIMCH: «Cepusan,
«Mlara npoussoactea», «Toaen fo», «GTINY (rnoGaursiif
PIEHTHOUKAUHORKERIE HOMep), «S/N» (MHAMBMAyasHLIH
cepHitubiit HoMep TOproroit ©IUHMLBGL), & HA BEPXHHUH KiIanan
HAYKH METOAOM [CYATH HAHOCHT HX 3HAYCHMS,

Homyckaercs nanecenue cpenctsa MIEeHTHPHKAIMH B DHuE
ABYMCPHOTO INTPHXOBOIO KOAA H 3aBOJCKOr0 GyKBEHHO-
uHMGPOBOro KOAA.

1 2 3

Ipounssoncreennstti | £.coli BL2 1 (DE3)/pCFP-ESAT

HTamMM [lTamm st koRTpOILST:

IITaMM sl KoHTpOust | Mycobacterium tuberculosis H37 Ry o Cootsercrayer

Onncanne ynaxopicu Hepsuunan ynaroexa. To 3 mn (30 no3) B crexnsmupx | Mo 3 ma (30 no3) B cTeKAIHHBIX (nakoHax |
¢aakonax 1 rumpposnTMueckoro Knacca, YKYUNOPCHHBIX | TW/IDOTHTHYECKOTO  KNACCA,  YKYIOPEHHEIX
NpoOKaMH  Pe3sMEOBBIME € OBKATKOM KONIATKAMH | MPOGKAMH  PE3MHOBBIMH ¢ 06KarTkoit
AMOMMAHEBO-TUTACTHKOBBIMA  C  KOHIpOJEM NEPBOro | KOJNMAYKAMY ATIOMHHUEBO-IIACTHKOBLIMHE ¢
BCKPLITHSI. KOHTPOMEM TEPBOTO BCKPLITHA.
Ha Goxosyio nomepxmocrs  komnauxa nomyckaercs | Ha GoxoBylo 10BEPXHOCTD KOMAuKa HAHECEH
HaHCCOHME HOMepa Cepun «un H-Gaky., HOMCD cepun «an-6amry,
Ha kaxcaniit Qnaxon HAIJICABAIOT STHKETKY caMOKnesutytocs. | Ha  xaxcisiéi  (rakon maxneena OTHKETKA
Bmopuunas ynaxoexa. 1 gnaxon novemasor s KOHTYPHYIO | CAMOKJICALEACH,
AUEHKOBYIO YNAKOBKY 13 IIeHKH NOMHMEPHO, 1 dpiaxou nomerten B kourypuyio SUeHKOBYIO
1 KOHTYpHYIO AUeHKOBYIO yNIAKOBKY BMECTE ¢ THCTKOM- YHAKOBKY M3 TUICHKH NOTHMEPHOM.
BIIA/IBINEM BKIAUBIBAIOT B ITAYKY H3 KAPTOHA. 1 xonTypHas syelkomas ynmakoska BMecTe ¢

JIMCTKOM-RINANBUNEM BIOXEHA B TNAYKy H3
KapToHa,

Onucanne B coorsercremum ¢ pasmenom 1.3.2 Monyns 1 | Haatuxerke puaxona ¢ NPEnaparoM yKa3aHo:

MapKHPOBKH PETHCTPAIIHOHHOIO JI0Che, TOPrOBOC  HAMMEHOBAHHE  JIEKAPCTBEHHOIO
Hepeuunaa ynakosxa. Ha stukerxe (aakona ¢ nperiapatom | npenapara c TIpey NpeauTeNbHOH

MapKkupoBkoii  ®, JiekapcTBeHHaA  (opma,
D03UPOBKA, KOJIMYECTBO JI03 BO (raxome,
00beM mipenapata BO (IAKOHE, COKpalLeHHoe
HAWMEHOBAHUE TIPOM3BOMTENS,
MPeAYNPEAHTENbHAS HAAMHCh «CTEPHIRHON,
Homep cepun («Cepus»), nara mnereuemus
cpoka rogHoctH («I'omen mo»). Hamecen
3aBOACKOH ByKBCHHO-LUIGPOBOIL KO,

Ha nadke yka3zaHO! TOPropoe HamMeHOBaHMe

JIEKAPCTBCHHOTD npenapara c
HPENY HPEAUTE] bHOM MEPKUPOBKOH ®,
rpYITHPOBOYHOE HAUMEHOBaHHUE,

nexapcrseHnas (opMa cocra ma | posy
npenapara  (HAUMEHOBAHWE W KOJIMYECTRO

HeHCTBYIOMIETO — BEIECTBE WM nepeyeHs
BCIOMOTATCABHBIX  BEWICCTR),  JIO3UPOBKA,
KONMYECTBO 7103 BO  (iakone, ofbem
npenapara  Bo  uiakoHe, HaHMCHOBaHME
nepikaTens PErHCTPAIMOHHOTO
YIOCTOBEPERHS {(nepxareirs
PErHCTPALHOHHOTO YAOCTOBEPEHHS u

TIPOM3BOJIHTENb  JIEKAPCTBEHHOrO npenapara
COBLA/IAIOT) M ero CcoxpameHmHbii  apec
(ctpana), morotum, ycnoms  xpamenws,
YCIOBMSL  OTIYCKA,  MpedynpemuTeNbHbIe
HAANACH: «XPaHHTh B HEXOCTYIHOM /yia neTelt
Mecren, «CTepunsHOY, WITPRXOBOH Ko,

Ha 60K0ByI0 I'panb nauku HAHCCOHB HAANUCH:
«Cepmsty, «/lara npouspoactsay, «Coaen oM,
«GTIN» (rnobanbusiit maeHTHOUKALHONABI
Homep), «S/N» (MupuBuAYAILHGH cepuiibii
HOMCEP TOPTOBOM EIMHWLBI), a8 HA BEPXHMI
KIIATIAH MAYKY METOJIOM TEeYaTH HAHECEHSH MX
3HAYEHNAS.

Hauecenst cpenictsa unenradukaium B sune
ABYMEPHOT'0 LUTPHXOBOTO KOAA H 3aBOACKOrO
GyKBEHHO-LH(POBOro KOJA.

Cpox ropnocry
(cpox xpanenus)

2 rojia

Jl029.02.2028 vV

Yenosun xpanenus: npn remneparype ot 2 go 8 °C. He 3aMOpakUBaTh,
TeMuepatype He sbiwe 15 °C - ne Gonee 15 cyrox unu ne suime 25 °C

1[0nyc1<ﬂcrcx OHOKpaTHOE XPaHCHHE nperniapara npu
- He Gonee 7 CyTok.

DIAKOH ¢ IPELAPATOM I0CTE BCKPHITHS HomnyckaeTes XpaHuTh He foiiee 2 wacos npu remneparype 25+2 °C,

Ne JIKK-M-01-d-1969-08

Hex Y

IIPeMoe K H up i i

9020 O0K) 3 i}

Ceprudmicar snamma Ne AB00726 o1 31.03.2026

Crpanvma 2 u3 3




Yeroeus mpancnopmuposanus: npu Temnepatype ot 2 10 8 °C. He samopancusats. Honyckaeres Tpancnopruposatie npu
Temnepatype e shiwe 15 °C - ne Gonee 7 cyTok.

Jakaouenne: [lnackuirect” annepren TyGeprynesHsii pekomGuHaHTHbI B CTAHAAPTHOM pa3BefeHiH, pacTRop
AN BHYTPHKOAHOTO BBejIeHud, cepus AB00726 cootsercreyer_TpeGoannam HJl JIM-Ne(004778)-(PT"-RU)-
21.01.2025. R

.

npektop JIKK AO «"EHEPHY My, | 31.03.2026

No JIKK-M-01--1969-08 Ceprudimar ananrsa No ABO0726 o1 31.03.2026 Crpannua 3 u3 3

H, POSARIE U PACAPOCMPAHECHUE MO0 QOKYMCHMA JNPELeno

iy Iipyemoe




