PA3PEIIEHHUE ,
Ha BBOJ B rpakJaHckuii obopot B Poccniickoit depepaunu cepun nam naptuu
rpoussesienHoro B Poccuiickoit denepamun min BBo3uMoro B Poccniickyro Denepauiio
UMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOTO Npernapara
No P006-00110-77/03133163 ot 08.09.2025

Boiaano Aximonepromy obmecrsy "I'EHEPUYM", Poccus, 601125, Baajgumupcekas
obmacte,  Ilerymmucknit - paiton, moc. Bonbruucknit, vi.  3aBojckas. crp. 273,
MHH: 3321027747.

(HaUMeHOBAHNE TOPUIITUECKOro Jila, topiieckiit agpec, MHIT)
DenepanbHasg cayxba 1mo Hamzopy B cdepe 3ApaBoOXpaHeHHMst HA OCHOBAHHH
3akmovenns Menbrrarensnol nabopatopiun MockoBeKoii 1aGopaTopuit KOHTpOIIs KauecTna
nekaperBenHbIX cpenetB GI'BY "MMIIDYAOCMIT" Pocsapasnaasopa

(HanMeHoBaHKe (enepanbHOro rocyIapeTBEHHOTO GIOIKETHOIO YUPERKICHNS )

or _03.09.2025 Ne 1843JIK-11/25 pa3spewaeT BBOA B rpasmaaHcKuii oboport
(nara) (Homep)
B Poccniickoit @enepaunn HMMyHOGHOI0rHYECKOTO JIeKAPCTRBEHHOTO npenapara
Junackunrect® B
(Toprosoe HanMeHoOBaHHe)
Annepred TyOepKyie3Hblil peKOMOUHAHTHBII B CTAHAAPTHOM pa3BeCHUH
(MC)KII}’I-i'deﬂHOC‘ HEMMATCHTOBAHHOEC HAUMEHORAHME (rp)-'mmpoaolmoe ERIDE] XHMM‘ICCKOE)
pacTBOp Ul BHYTPUKOIKHOTO BBEACHHS 3 Mt (30 103) - dnakonsi (1 wT.) - nauku
KapTOHHBIE - JUIs JICYCOHO-TIPOPHIAKTHIECKHX M CAHHTAPHO-NPO(GHIAKTHIECKUX
yUpesKJ1eHnit
(hopma BLInycka (¢ ykazaHitem nekapeTBeHHOI hopMbi, A0311POBKH, HACOBKM) 1 KOJMYECTBO B yIAKOBKE)
cepun _AB02925 | obbem cepuu nwau naptun 23468
(nomep cepun) (KOJIMYECTBO YITaKOBOK)
ropen no  06.2027
(CPOK MOMHOCTH)
npouspoacTBa Akimoneproro obmecrsa "TEHEPUYM" (AO "TEHEPUYM"). Poccns.
601125, Bnamuvmpekas — obnacth, Herymmneknit — paiton,  1oc.  BojbruHekmii,
yi1. 3aBojcKasi, ¢p. 263 (11pon3BojuTeb (rotoBoii (JID), nepsuunas YIIaKOBKa, BTOpHYHAas
ylakoBka), ¢Tp. 273 (BLITYCKAIOUIHIi KOHTPOJIL KauecTsa).

(HauMeHoBRaHle K aapec npousBoanTesns (C VKaszaHueM craauii TPOM3BOACTRA)
Perncrpanmnonnoe yaocrosepenne Ne JITI-Ne(004778)-(PT-RU) ot 04.03.2024.
HdepkaTeab  perMcTPallHOHHOIO  YA0CTOBepeHMHsl AXumMoHepHoe  06LIECTRO
"TEHEPUYM" (AO 'TEHEPUYM"), Poccus, 601125, Bnaxumupckas o6nacts,
Ierymmnckuii paiion, noc. Boabruuckuii, yil. 3aBoackas, ctp. 273. f

(HanmMeHOBaHKe, aapec)

?

3aMecTUTeNh PYKOBOAMTENS

Poc3jipasHatzopa J.B. TTapxomenko

JJOKYMEHT TTOMTHCAH
DIIEKTPOHHON HOJUTHCBIO

Cepridmrar 42DIB2ADRBBDI3BDI26IFEXCCBCK0
Baaacaen Hapxomenro aurpuii Beesoaononny
Hefiernirenen ¢ 07.04.2025 no 01,07.2026




AKHHOHEPHOE OBLIECTBO «FEHEPHYM»
601125, Baamumupekas o6, Tetyumnekuit p-u,
noc. Boasrunexuit, ya. 3asoackas, ¢1p. 273
Te'd. (49243) 72-5-20, 72-5-14

Hauwvenopanue no HJI;

Homep cepun:

Jlata npoussojicraa:

CpOH TOAHOCTH A0

Konuuecrso:

CEPTHOUKAT AHAJIM3A Ne AB02925
HMuacknirect® anaepren TyGepkyiesnsiii pekoMGunanTHLI B cTa HAAPTHOM

PAIBCICHMH, PACTBOP /IIN BHYTPHROKHOTO BBCICHHH

AB02925

06,2025

06.2027

23628 ynakosox Ne |

Ananua seinoanen no HJL: JITI-Ne(004778)-(PT-RU)-21.01.2025

Homep PY: JITI-Ne(004778)-(PI'-RU)

Haumenosanme Pesyabrarhi

. Tpe6osanus HJ| A ’
noxazarenei AHAIHIOB
1 2 3
Ontticarie Buspanbneui. BecuperHas npospaunas muaxocts
BECLBETHAR 1IPO3PAYHAS HKHIKOCTD

Hnewruduraums Buonocunecrkuir (no pasnenam «Cneunuveckas

AKTHBHOCTHY ] «Cneunduunoctsy) METOMKR
NPOH3BOHTENA,

Tlpy  BHYTPHKOKHOM  BBEACHMHM MOPCKHM  CBHHKaM,
HHGHUMPOBAHIBIM TECT-IWTAMMOM MukoBaxTepuit

TYBEPKY/Ie3d, JOKEH BbIILIBATL NOAGKMTCALHLIE KOKHbIC
peakiiy, a akuniuposanubiM BLDK - orpuuaressusie

Coorsercreyer

_Tlpozpaunoc DEAIC, susyarwnoit. [loamen Gbits npospatnbiv [Tpospaunbrit
LipeTnoeTs DEADC, musvaronoir, onxen Ouith Gecuperniy becuperHbit
pH DPEADC, nomenyuosempuvecruil, 7,403

O1 7,35 no 7,55
Mexanuueckue
BRILOMEHHS
Buduswie Bugyarwuviit, memoduxa npoussodumenn
MEX@HUNECKUC Jonxen puiaepkusars tpebonanus Buiaepxusaer tpeGonanus
BRIONEHUA, DEADC, cuemno-homosempunecrur
Heguoumme Cpeanee KOANMCCTBO YACTHLL PA3MEPOM
MEXAHUNEeCKUE = 10 MM ~ He Gonee 6000/daakon 22/pnaxon
GRAIOGENUA 2 25 mrm — e Gosiee 600/daakon /dhnakon

Hapaexaempit ofinem

DEADC, obvesmunii,
He Menee HoMuHanksHOro

He Menee HOMHHANLHOO

Or 0,20 210 0,30 %

Bakrepnantauie DEADC, ceav-mpomb-meem (venod A)
IHAOTOKC HHbE He Gonee 5.0 ED/ma Meunee 3,0 ED/mn
AHomabHas DEADC, Guonoeuveckui.
TOKCHYHOCTH Homten GuiTh HeTOKCHY MBI Hetokeuunsiii
CTepuabHocTh DEADC, memoo membpannoi drunsmpani S Tr——
i Jlonaen GbiTh CTEPHAbHBIM “TepH
Cneundueckas Buoaoauneciut, vemoduxa npouseodumens
AKTHRHOCTH Muzaeke cnetmdiueckoit akTHBHOCTH n0mKeH 1,01
i Guite o1 0,95 10 1,08 o
Crenpduinocts buonocueckunl, memoduxa npoussooumeis Kownubie  peakimi  y  MOPCKMX  CBHHOK,
Kowuinie peaxiy v MOPCKHX CBHHOK, | CEHCHOMAMIMPOBANHLIX  BaKuMHOi  BLDK,
CeHCUOMIMINPOBANMBIN  BAKUMHOR  BLIK, 101Hbt GuiTh OTpHUATeALHBIC Ha BBeAeHHe Jluackunrecta™
OTPHUATEABHLIME  Ha  BBedcHHe  Jluackuurecra” W W OJOKHTEALHBIME  Ha  greaeHue 2 TE
NONOKUTCABHLIME 1A BBeACHe 2 TE cTanaaprioro ofpasia | cranaapTHoro ofpaszua  cneunduueckoii
cneunPHUeckoll GHONOIHUCCKON AKTURHOCTH OMHILCHHOTO | GHONOIHHECKON  AKTHEBHOCTH OUHIIEHHOTD
Tybepryanna (OCO T'd PD  «Cranpaprumiii olpasen | rybepryanna,
cnenidpuieckolt akTUBNOCTH TYGepKYIIHA OUMIeHIOro 2
- TE 80,1 v, neitersyiomiero cpoka roanoct), o
Bsios Crexmpogromosempuneckuts, memoouxa npouseodumern

0,238 %

W'YV}@S';'x‘r{C(,vgu'\”\il")' 80

Cnexmpoghomosiempuyecsui, Memoouxa NPOUIBODUIMENS
Or 0,035 10 0.068 mr/mn

0,0395 mrisma

Ne JIKK-H-01-D-1969-08 Ceprugurar amnim Ne ABO2923 o1 04 08 2025
Hewonmpoaupyesoe Komuposanue 1 pacnpocmpanenié sinoze doxpstenma sanpetaeio

Crpanmua 1 w3 3




1 2 3
Mpowseoncreennstii | E.coli BL21(DE3)/pCFP-ESAT
WITaMM 1 Lramm pan kowrpons:
uiramm um kourpons | Mycobacterium tuberculosis H3 7Ry Coorsercrayer

Onucasne ynakosku

Hepsuunan ynaxosxa. 110 3 M1 (30 103) B CTEKASHHLIX
(aakosax 1 rHAPOAMTHMECKOrO KAacca, YKYNOPEHHhIX

NpoGKamMu  pesuHoBsME ¢ ofkaTkofi  KoanauKaMy
AHOMUHHEBO-TINACTHRORLIM I < K(ﬁ)lﬂ’p():l(’M' ICPBOTQ
BCKPBITHS,

Ha  Goxomyio  mosepxmocth  koanauka AONYCKALTCS

HAHECEHHE HOMEPA CepPHH «HH-Oanky,

Ha kaxnbiit haakon HAKICHBAIOT STHKETKY caMOKCAILYIOCH.
Bmopuunas ynaxoexa, | daaxon nomeuaor p KOHTYPHYID
AMCHKOBYIO YHAKOBKY #3 IACHKN NOAUMEPHON.

I KOHTYPHYIO S4eHKOBYIO YHAKOBKY BMECTE ¢ JIHCTKOM-
BRAQABIIEM BRAABIBAIOT B NAUKY H3 KAPTOHA.

Mo 3 ma (30 103) B cTekASHHBIX Gnakonax |
THAPONIUTHYECKOrO  KI1Acea,  VEYAOPeHHbIX
npodramu PEIMHOBLIMH ¢ obkarkoft
KOATIAUKAMH  THOMUHHEBO-TLIACTHEOBMMH ¢
KOHTPOAEM BEPBOTO BCKPHITHS,

Ha GoxoBYIO nOBEPXHOCTL KOANAYKA HAnecen
HOMED cepHis «ii-Oaiky,
Ha xawastit  dnaxon
CAMOKNCAIIANCA,

I makon nomeiuend 8 KOHTYpHYIO AHEHKOBYIO
YIAKOBKY H3 NACHKH NOAUMEPHOH, :
| KOHTYpHan AMeiikoBas YNakorka sMecte ¢
JTHCTKOM-BKAAABIIEM BIOKCHA 8 Nauky M3
KapToHa.

HAKNCCHA  dTHKETKA

Oncanne
MApPKHPOBKY

B coorerctBHm ¢ 132
PErHCTPALIHOHHOTO OCKE,

Hepsuunan ynaxoska. Ha suxerke poakona c npenaparom
YKa3plBAIOT  TOPrOBOE  HAMMEHOBAHHE  JCKAPCTBEHHOrO
npenapara ¢ OpeAYNpeAMTeAbHONR  mapkuposxoi  ®,
JekapeTBeriylo OpMY, A03MPOBKY, KOJAMNECTBO 103 BO
daakone, ofnem npenapara Bo (UAKOHE, COKPALLEHHOE
HAUMEHOBAHHE  NPOHIBOAMTENS,  NPEAYNPCAHTENLHYIO
Hajanuch  «CrepuabHon; Homep cepun («Cepusy), naty
HCTEHEHHA cpoka roanoctH («l"omen ao»). Jlonyckaercs
HaHecenye 3arofckoro Gykrenno-uudposoro kona,
Bmopuunan ynaxoska. Ha vauke yxasmisaior: TOProsoe
HAUMEHOBAHHE JICKAPCTBEHHOTO npenapara ¢
npeaynpeautenbioil  Mapkuposkoit ®, rpynnuposounoe
HAUMEHOBaKHE, NICKapeTBentyIo (opmy, coctas Ha 1 aosy
npenapara (HAHMCH()BMHW H KOJTHMCCTBO flCﬁCl‘BA\*i()l‘Hm 8]
BegecTsa H IEPEUCHL  BCOOMOTATCIbHBLIN BEHICCTR),
AO3HPOBKY, KOAMMECTBO 103 8O haakone, obbem npenapara
B0 (RAKOHE, HAMMCHOBAHUE JCPIKATCAS PETHCTPALHOHHORO
YIAOCTOBCPCHHS (AepKaTeh PETHCTPAITHOHHOTO
)‘ii(?CT(‘BCpB}{HX " APOUIBOAMTETL j!L’I\’ilpC'I BOHHOUO
IPENApaTa COBNANAOT) H ero COKPALLLHHLI anpec (cTpauna),
NOCOTHE,  YCIOBHS  XPAHEHMS,  YCIOBMA  OTIyCKa,
UPEAYNPCANTRIBHEIC HAAMHCH: «XPAHUTH B HEAOCTYIHOM
ans geredf mecten, «CTepuiasHoy, WTPHXOBOH Ko

Ha Ookosyo rpash naukd HaHOCHT HAAMHCH: «Cepus»,
«Jlara npowssonctaar, «loaen ao», «GTINy (raoGansusiil
mcM'ruq»nxauﬂomiuF‘o HOMEP),  «S/N»  (HHAHBHAVATLHR
CEpHITHBIA HOMEP TOPTOBON CAMHILL), a HA BepPXHMH Kianan
NAYKH METOIOM N1CHATH HAHOCAT MX 3HAYCHNA,

JonyckaeTes HaneceHie CPeACTBA MACHTHPUKALIN B BHAC
ABYMCPHOTO IHTPUXOBOTO KOJA W 3ABOACKONO BYKBEHHO-
nudponoro koaa,

pazenom Monyan |

CpoK roaHocTi

{CpOK Xpanenus)

Ha smukerke durakona ¢ npenaparom ykazano:
TOPTrOBOE  HAMMCHOBAHHE  NEKAPCTBCHHOTO
npenapara ¢ HPEAYNPEANTETLHOR
Mapruposkoit  ®, sexapersensas  dopma,
AOIUPOBKA,  KOAMMECTBO 103 8O  duiakoue,
obem npenapata BO daakoHe, CokpateHHOE
HauMeHoBaHue NPOUIBOIHTENS,
HPEAYNPeAHTENbHAS HAANHCE «CTEPHILHOY;
Homep cepun («Cepusiy), aata HCTCHEHMS
cpoka roamoctH («Fogen a0»). Hawecen
saBojckoil 6yknenno-tndponoit ko,

Ha nauke ykazano: ropropoe Hausenosanme
JICKAPCTBEHHOPO npenapara ¢
NPEAYIIPEAHTE/ILHOI MAPKHPOBKOH ®,
FPYRITHPOBOY HOE HAHMEHOBAKHE,
aekapersennas  opva cocras wa 1 o3y
HpCHapara  (HAaMMEHOBAHHE M KOJNHYECTBO
ACHCTBYIOUIEr0  BEUICCTBA W [ePeueHb
BCHOMOTATCALHLIX  BEHICCTR),  03HPOBKA,
KOAHNECCTRO 013 RO duu‘mmm ofbem
npenapara BO (I)}lal\'(‘lk‘, HIMMEHOBANRNE
aepwarens PErHCTPATHONHOTO

VAOCTOBEPEHUSA (neparens
PerueTpattHoOHHOro YAOCTOBEPeHHSA i
HPOMIBOAMTCL  ICKAPCTBEHHOIO TIpenapaTa
COBMANAIOT) W €O COKPALUCHHbIT  axpec
(cTpanal),  JOrOTHI,  YCTORMR  XPaHCHH,
VCAOBMA  OTIIYCKA,  NPEAVIPEANTCAHBE

HAANUCH, «CXPANKTH B HEAOCTYIHOM 18 aeTel
MecTen, «CTepuianto», WITPHXOBOR KOA.

Ha 60KOBYI0 Ipaih 1aUKH HAHECEHE! HAATIHCH:
«Cepuny, «[lara nponssoactaay, «"oaeH a0y,
«GTIN» (rnofanbhbiil uaeHTHGUKALHOHHbI
Homep), «S/Ny» (uuansuayansusii cepuitnpiii
HOMEP TOProsofi eauHuust), a Ha BepxHuii
KJIANAH NANKH METONOM HEHaTH HAHECEHB! HX
FHAUCHHUS.

Hawnecenn cpencrsa waentnduranmy » suse
ABYMEPHOI'O WITPHXOBOTO KOAR M 38BOACKOND
OYKBEHHO-UMPPOBOTO KoAA,

2 rona

10 30.06.2027

Yetosun xpanenus: Vlpy temneparype ot 2 1o 8 °C, He saMopakusate, Jlotyekaeren omokpatioe xpanenme npenaparta npu

remueparype ve suite 18 °C

He Gonee 15 eyTox nan ne muitme 28 °C

e Bosee 7 evrok,

DAAKOH ¢ NPEHAPATOM HOCIR BCKPLITHA A0TYVCKACTCS Kparnte e Godee 2 wacos npu remneparvpe 25:2 °C,

No IO - 196908

Hewonmpoaupyesoe konuppsanue u pacnpoempaneniee 1moso BORYMEHMa 1anpeeno

Cepraduat anastia Ne ABO292SE oy 04 08,2028

Crpannia 2 w3 3
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Veavsun mpancnopmuposanun: Tpn remuneparype ot 2 10 8 °C. He samopamsusars. Jlonyekaeres TPAHCIOPTHPOBAHHE TPH
remueparype ne suite (5 °C - ne Gosee 7 eyrok.

3akmouenne: Jinackunrecer™ annepren TyGepkyaesusii pexoMbuHaITHI B cTaIAPTHOM PAIBENCHHH, PACTBOP
AUISL BHYTPHKOMKHOTO BBejietns, cepus AB02925 coorpererayer rpeﬁommmm
-~ (

HJLJHT-No(004778)-( PI™-RU)- 21.01.2025,

ﬂﬂpemop JAKK AOQ «"EHEPHYM» 04.08.2025

Ne AKK-H-01-th-1969-08 - Cepisiukar anasn Ne ABU292S o1 04.08 2025 Crpanmua 3 w3 3
Hexonmposupyestoe konuposanue it PACKPOCPARERNE IR0 DOKYMENI 1NPEIER0




