PA3PEIIEHHUE
Ha BBOJ B rpaxiaHckuii o6opot B Poccuiickoit @enepanuu cepun uiam napTuu
npousBeaeHHOro B Poccniickoit ®enepanuu uiam BBozuMoro B Poccuiickyio @enepanuio

UMMYHOOMOIOTHYECKOTO IEKapCTBEHHOTO Mpenapara
Ne P006-00110-77/05430846 ot 30.06.2026

Beigano Axumonepnomy obmectsy "TEHEPUYM", Poccus. 601125, Baaanvuipcekas
o0xnacTs, r.0. [Toxpos, noc. Boasrunckuii, yii. 3aBojckas, ctp. 273, MHH: 3321027747,
(HanMerOBaHNE IOpUANYECKOT0 NKLa, opuitHueckit anpec. UHH)
@Depepannnag cayxkba no Haazopy B cepe 3ApaBoOXpaHeHMs! HA OCHOBAHUM
3akjrodenHs  McnwitatensHod  1aboparopuu  SpocinaBckoro  punuana OI'BY
"UMILDYAOCMII" PocanpaBuagzopa
(nauMeHOBaHHe (ellepaTbHOrO TOCYIAPCTBEHHOTO GHOIKETHOTO YUpeskIeHUS )
or 24.06.2026 Ne 2194/1K-13/26 pa3pemaeT BBOA B IPa’kaaHcKuii odopot

(nata) (HOoMep)

B Poccuiickoii ®@eaepaumy HMMYHOOHOJIOTHYECKOT0 JIeKAPCTBEHHOT'0 NIpenapaTa
Juackuuarect®
(ToproBoe HauMeHOBaHKE)
Annepren TYOEPKYJIC3HBIH PEKOMOUHAHTHBIN B CTAH1TaPTHOM pa3Be1eHIHN
(MC)KJIyHaPOIIHOC HENaTEHTOBAHHOE HAUMEHORBAHUE (rpynrmpoaouﬂoe UM XMMHYECKOE)
pacTBOp U1 BHYTpUKOXXHOrO BReaeHUs 3 Mi (30 103) - dnakoHs! (1 wr.) -

TIIAaYKK KapTOHHEIE - JUIA JleueOHO-TIpOodMIaKTUYECKUX U CAHUTAPHO-TTPOPHUIAKTUYECKIX

yUYpexAeHUN
(dpopma BRIMycKa (¢ yKa3aHHEM JIeKapCTBEHHOM (GOpMBI, KO3MPOBKH, HaCcCOBKH) H KONHYECTBO B YTIAKOBKE)
cepun  AB01726 , ob0mem cepum uau naptun 24072 ,
(Homep cepunt) (KOJIWYECTBO YTIAKOBOK)

rogen go 04.2028 ,

{CpOK TOIHOCTH)
npousBojcTBa AxuuonepHoro obmecrtea "I'EHEPUYM" (AO "TEHEPHUYM"), Poccns,
601125, Bnagummpckas  obnacth, lleTymmHckuil paifoH. 1oc. BoOJbruHCKMIH,
yI1. 3aBojcKas, cTp. 263 (mpoussoautens (rorosoii JID), mepBuuHas ynaxoBka, BTOpHYHAas
yIIaKOBKa), ¢Tp. 273 (BBIMYCKAIOMMH KOHTPOJh KAYECTBA).

(HaMMeHOBaHHe M azapec nNpon3BOAUTENSA {c YKasaHuem cranuit npomaoncma)
Perucrpanmonnoe yaocropepenue Ne JITI-Ne(004778)-(PT-RU) ot 04.03.2024.
Hepxatelb  perHcTPAllMOHHONO  YAOCTOBepeHMS  AKLMOHEpHOe  OOINECTBO
"TEHEPUYM" (AO '"T'EHEPUYM"), Poccus. 601125, Baaagumupckas obnacts,

IerymueaCcKkuit paioH, noc. Boasrudckuil, yn. 3aBojckas, ctp. 273.
(HarMeHoBaHue, aapec)

3aMeCTHTENb PYKOBOIUTELA

.B. ITapxomenko
Poc3apasranszopa 4 P

JOKYMEHT ITOIIHCAH
WIEKTPOHHOH [OAITHCHIO

Cepraduxar OEFO3CEF1FAET2029AD243F0C 2179A41
Buaaeaen Tapxomenro s rpaii Beesonaonosny
Aetteraurenct ¢ 10.06.2026 no 03.09.2027
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\ “X Generium

AKHUAOHEPHOE OBILECTBO «TEHEPHYM» ?
601125, BrapuMupckasn obn., r.o.flokpos,
n. Boswruuckuii, yi. 3apoackas, ctp. 273

rea/dr. (49243) 72-5.20),

72-5-14

Haumenoanue rio H;

Howmep cepumn:

Jata npoussoncrsa:
Cpok rogsocTy A0:
Konwnuecrso:

Ananu3 seinonser no HI:

CEPTUDHKAT AHAJII3A Ne AB01726

AuackuarectT® aanepren TyGepKy.esHblit peKoMGHHAHTHBIA B CTAILIADTHOM

Pa3BEACHUH, PACTBOPD /15 BHYTPHKOXXHOI0 BBEeAEHUS

AB01726

04.2026

04,2028

24 232 ynakosku Ne 1

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

Howmep PY: PY JHI-Ne (004778)-(PT-RU)
Haumenosauile TpeGosanns HIL Pesynbrars
nokasareiei aHaIn308B
1 2 3
Onncarms Busyanouatl, BecuseTHas npo3payHas MHUAKOCTb
BeclBeTHAs Npo3pauHas JKURKOCTb.
Hnentuduxauns Buorocewveckuis  (no  pasnenam «Cneunduyeckas
AKTHBHOCTbLY H «CrneunGHUHOCTHY) MeTONHKa
TIPOW3BOAMTENS.
[py BHYTPUKOXKHOM  BBENEHMH MOPCKUM  CBUHKAM, CoOTBETCTBYET
HHOUIMPOBAHHBIM TECT-IITAMMOM muxobakrepuii
TybepKynesa, JOMKCH BhI3BIBATE MONONKHTENLHbIE KOKHBIE
peaximy, a sakiHupopanieiM bLDK - oTpunarenbuble.
GEADC, guayarshuiii.
[poapagHocTs Tomses Git 1-: AL TMpoapayHbiii
LlBeTHOCTD GEADL, supyaaabi becupeTHbLH
Homxen 651Th GecimeTHLIM.
H ®EA3C, nomenyuomempuueckuii,
P 017,35 10 7,55. 7,397
Mexanuuyeckue
BKJIKOYEHHA
Buoumwie Buayansrmii, METOAHMKA POWIROAMTENS,
Mexanuveckue Homxen BeiepKUBaTh TpeGosaHus. Buiaepixusaet TpeGoraHus
GKNIOYEHNA,

Hesudumvie
MEXAHUYECKUE
BIIHOYEHUS

DEADC, cuemuo-homomempuyeciui.
Cpenmee KONMYECTBO YACTHL PAIMEPOM
> 10 mxm — He 6onee 6000/¢grakon;

= 25 MxM ~ He 6oniee 600/dnakon.

13/¢nakon
1/nakon

Hassnexaemsitt 06beM

®EADC, obivearnbiii,
He mMeHee BOMHHANLLHOTO.

He MeHee HOMUHANBHOTO

BakTepuansHbie DEADBC, cerb-mpomb-mecm (Memood A).

SHAOTOKCHHbI He Gonee 5,0 ED/mn. Menee 3,0 E3/Mn

Anomanshas ®EAJSC, buorocuveckuil.

TOKCHYHOCTh Jlomken ObITh HETOKCHYHBIM. HeTokcuunbtii

CrepiubHocTs DEADC. memod membpannoit hiurempayuu. Crepunbhbiil
JlomxeH ObiTh CTEPUITLHBIM.

Cneundmeckas Buonozuneckuil, METONMKA NPOM3BOANTENS,

AKTHBHOCTH Huaexc cnieundryeckoil akTHBHOCTH 1OMKEH

o 6uiTs 01 0,95 mo 1,085, 0,99

CrietndpuiHoCTS Buonoeuseckuti, METOAMKA TTPOHIBOLAUTENA. Koxuble peakuMH ¥ MOPCKMX  CBHHOK.
KoxHbie peakuuu y MOPCKHX CBHHOK, | CEHCHOMNM3MPOBAHHLIX  BakumuHoii  BLDK,
ceucuOunusnpoBarHpx sakuyuHo# BLDK, nomkubl 6biTh | oTpuuatesibHbie Ha Beeuckue JInackunrecta®
oTpuuaTeNbHBMM  HAa  sBeneHue  [uackuutecta® M | v nonowurenbusle Ha BBeneHue 2TE
NOMIOKHTENbHBIME Ha BEenenne 2 TE cranpaprTHoro obpasua | craHmapTHoro  ofpasua  cneunduueckol
cnenuduieckoit GHONOrHUECKOH AKTMBHOCTH OUULIEHHOIO | GMONOrHYECKON  AKTHBHOCTH  OUMILEHHOTO
TyGepkynuua (@CO I'd PO «Craupapteeil obpaseu | TyGepkynuua.
cneuupuieckoit akTHBHOCTH TYGEpPKynnMHa OYnHWEeHHoro 2
TE B 0,1 Mn», 1eHCTBYIOMErO CPOKA TOAHOCTH).

Ne JIKK-H-01-0-1969-10 Cepmdukar anamna Mo AB0O1726 o1 15.05.2026

Ile kKonmpamupyestoe KOMUPOEANE U PACHPOCMPANEHUE MO0 OOKYMEHING WANPEHICHD

Crpanmua | 13 3




1 2 3
Meron Cnexmpoghomomempuyecicusi, METORMKA TPOH3BOLHTENS, /
010,20 10 0,30 %. 0,241 %
IToancopbar 80 Crexmpodhomomempyecicutl, MeTouKa IPOMBBOAMTENS,
010,035 110 0,065 Mr/mn. 0,0416 mr/mn
Nporspogcrsenunlit | E.coli BL21(DE3)/pCFP-ESAT,
1ITAMM 1 [ramMm mi KoHTPO:IS: CoorsereTByer

WTaMM An KOHTPOAS

Mycobacterium tuberculosis H3TRy.

Oricanye ynakoBku

Hepeuunan ynaxoexa. Tlo 3 mn (30 703) B CTeKNAHHEX

¢makoHAX 1 TIMADONMTHMECKONO KIACCH, YKYIOPEHHBIX

NpOOKAMEH  PE3MHOBBIMM € OGKATKOM  KOJMAYKaMH
AMOMHHUCBO-IUIACTHKOBLIMH € KOHTPONEM  [EPBOTe
BCKPBITHSL.

Ha 6oxoByr® mOBEpXHOCTh  KORDAYKA JOnycKaeTes

HAHECEH1e HOMEPA CePHI KHUH-Ganky.

Ha xaxzmptit draxon naxnensasor STHKETKY CAMOKAEAIILYIOC,
Bmeopuunan ynaxosra, 1 Gnaxon noMemaor B KOHTYPHYIO
AGEHKOBYIO YUAKOBKY K3 MNEHKY TONMMEPHOH,

1 kourypHyio sueiixoByio YNAKOBKY BMECTE ¢ JHMCTKOM-
BKJAABIIIEM BKIaAKIBAIOT B MA4KY M3 KAPTOHa.

Ilo 3 mn (30 103) B cTeKNAMERIX (MakoHax |
THOPOIUTHIECKOTO  KJACCa,  YKYTNOPEHHBIX
npo0KaMKM  pe3sHHOBBIMH ¢ obKaTkol
KONMAa9KaMu  AMOMHHHUEBO-IIACTHKOBEIMM ¢
KOHTPOJIEM 11EPBOTO BCKPHITHA,

Ha G0KoBYIO NOBEPXHOCTH KONMAYKA HARECEH
HOMED Cepau «HH-Gam,

Ha xaxnwlit ¢uaxom makneema sTHReTKa
camMoKmenmasncs,

1 QnakoR moMeER B KOHTYPHYIO MIeHiKkoBYIO
YNAKOBKY K3 TIEHKH MONMMEPHOH,

| koHTYpHAS MueHKoBAA YNAKoBKA BMECTe ¢
JMCTKOM-BXIALBIINEM BJIOMGHA B Nauky mu3
KapTOHA.

Onucanve B coomserctBM ¢ pasmenom  1.3.2 Monyns 1 | Haorukerke (a1axoHa ¢ nperapaToM ykasaHo:
MapKHPOBKH PErUCTPAHOHHOTO AOCHE. TOProBOE HAHMEHOBAHTE  JISKAPCTBECHHOTO
Hepeuunan ynaxosra, Ha staxerke (hnakona ¢ npenaparom | npenapara c TpEAYNpe xurebHO N
YKASRIBAIOT — TOPTOBO® HAMMCHOBAHME JEKAPCTBEHHOIO | MAPKUPOBKOH ®, NeKapCTBEHHas  (popua,
npemapaTa ¢ OpeAYNPENHTENbHON  MapkupoBkoil ®, JO3UPOBKA, KONMMECTBO JO3 BO (hnaxoue,

Cpoxk roaxocTu
(cpox xpanens)

K JIKK-H-01-®-1969-10

He

NIeKapCTBEHHYI0 (OPMY, MOIUPOBKY, KONHYECTBO N03 BO
(nakoue, ofwem npemapata BO (uaakoHe, coxpaureHHOE
HANMCHOBAHUE  NMPOM3BOAWTENS,  HPEUYHPEOUTCHBHYIO
Hapnnch  «CTepunbHO», Homep cepui («Cepus»), aary
HCTEUCHM ¢poka roamocTH («I"omeH no»). Tomyckaercs
HAHECERNE 3aBOSICKOTC GyKBEHHO-LU(POBOIO Kon.
Brmopuunan ynaxeoxa. Ha nauke ykasniBajor: TOPTOBOE
HANMEHOBAHUE JIEKAPCTBEHHOTO Tipenapara c
TipeyNPeLMTENLEOE  MAPKHPOBKOH ®, TPyNMIUPOBOYHOE
HAHMEHOBaHHE, JIPKAPCTBEHHYI0 (opMy, cocTar Ha 1 j03y
npenapara (HaUMEHOBAHUE M KOJIMYECTBO NSHCTBYIOLIErO
BOIIECTBA M MEPE¥CHb  BCTIOMOTATENBHHIX  BEIECTR),
A03HPOBKY, KOJHMIECTRO 103 BO (praKoHe, 06keM TperapaTa
BO (MIAKOHE, HAMMEHOBAHME JePIKATEIL PETMCTPEUEOHHOTO
YAOCTOBEpEHHs! (nepxarens PErHCTPALHOHHOTO
YAOCTOBEPEHMS M OPOM3BOAMTERL  JIEKAPCTBEHHOI'O
TIPeiapaTa COBNALAIOT) M Er0 COKPAIEHHbI apec (cTpama),
JOTOTAN,  yCNOBUA ~ XPAHEHHS,  YCIOBUMS  OTHYCKa,
HPCAYIPCANTENbHBIE HafupucH: «XPAHUTL B HEAOCTYIIHOM
Ju feteit mectey, «CTCpHILHOR, LITPUXOBOH Kox,

Ha GoxkoByw rpaHb naukum HAHOCHT HANNMCH: «Cepusmy,
«Jlata npomssoncrsay, «I'one mo», «GTINY (rnoanbabrii
HICHTHOUKATHOHHLIH  HOoMep), «S/Ny (MEIMBHYaTbHBIH
CePUMHLI HOMEP TOPTOBOH ENHHULEL), a Ha BEPXHMH wranax
NAYKH METONOM [TEIATH HAHOCHT HX 3HAYCSHUA,

Honyckaercs manecenme cpencrsa HAECHTADHKALME B BULE
ABYMEPHOTO TUTPUXOBOIO KOAA M 3aBOACKOTO GYKBEHHO-
upPOBOTO KO/,

00beM npenapata Bo (MIAKOHE, COKPALIEHHOE
HAVMEHOBaHHe TIPOU3BOIMTENSL,
upeaynpeauTenbras Haanuch «CTeprnsHOY;
Homep cepun  («CepHan), Aara uCTEYeHs
cpoka romuoctn («lomen Jjo»n). Hamecen
3aBolickoii 6ykReRHO-IMBpPOROLL Koz,

Ha nauxe yrasano: toprosoe mamMeHoBanme

JIEKAPCTREHHOTO npenapara c
TIpeRy NPeanTETbHOM MapKUpOBKOM ®,
TPYTTHPOROYIHOE HaMMEHOBAHWE,

JekapcTBenHas QopMa coctas Ha 1 03y
npenapata (MAMMCHOBAHME M KOJHYECTBO

ACHCTBYIOMIETO  BEIIECTBA WM XiepeyeHs
BCTOMOPTE/ILHBIX  BEIUECTB),  HO3MPORKa,
KONEYECTBO 103 BO  (wiakoHe, ofnem
lipenapata  BO  (uilakoHe, HAMMEHOBAHHE
IepIRATENS PErHCTPAIIMOHHOrO
YAOCTOBEPEH S (nepxarens
PErHCTPALHOHHOTD YAOCTOBEPEHHUS u

IPOH3BOANTENL JIGKAPCTBERHOIO  Ipenapara
COBIBARIOT) M ero  COKpalleMHmil  ajipec
(crpama), JsOTOTMI, YCNOBEA  XpaueHHH,
YCHOBHS  OTHYCKA,  NPEAYNPeHTEIbHbIC
HAAMACH: «XpaHUTh B HEKOCTYNHOM A
neteit Mecten, «CrepuisHO», WTPUXOBOI KON,
Ha 60x0BYI0 rpans NauKu HaHECEHL HAANHMCH;
«Cepusy, «flaTa npouwssonctaay, «Tomen 0%,
«GTIN» (roGaibHbIl HACHTHGHUKALHOHEHIH
HomMep), «S/N» (HHARBHIYaNbHEIH CepRIHbBIH
HOMEp TOPTOBOM CAMHHULL), 4 WA RepxHuit
KIATaH navKu METONOM IEYATH HAHECEHB! HX
SHAMEHMI.

Hanecensl cpencTsa maentnuxanyv s suze
ABYMEPHOTO 1ITPHXOBOTO KOMA M 3aBOJCKOTO
OYKBEHHO-UH(DPOBOTO KOIA.

2 roga

/2

(4

oe i U PACHPOCMPANEHUe IMO26 OOKYMEHMA SANPeUSHO

Ao 30.04.2028

Cepruguiar auanuza Ne ABO1726 or 15.05.2026

Crpannua 2 u3 3



Venogun xpanenus: npd Temneparype ot 2 10 8 °C. He samopaxupats. [Jonyckaercs OMHOKPATHOE XPAHEHHE npenaparta npy
Temnepatype He Bbile 15 °C — ve Gonee 15 cyTok win He abiute 25 “C ~ ve Gonee 7 cyToK.

®nakoH ¢ MPENapaToM Nocne BCKPLITHSA 10MyCKAETCH XPaHUTh He Gonee 2 uacos npy Temnepatype 2542 °C.

Yerosus mparcnopmuposanus: Tipu Temnepatype ot 2 20 8 °C. He 3aMopamusars. [onyckaetcs TPAHCNOPTUPOBAHHKE MPH
Temneparype He sblwie 15 °C - ne Gonee 7 cytoxk.

3aknouenne: Jlnackuntect® annepren TyGepkynesubiii peKOMGMHAHTHBIA 8 CTAHARPTHOM pasBeneHuM, pacTsop

ANsi BHYTPUKOXKHOrO BBefeHHs cepun ABO1726 coorsercisyer rpeGosanuam HJ JITI-Ne(004778)-(PT-RUI)-
21.01.2025. : ;

/ ;
/ZlupeKTop AKK AO «"EHEPHUYM» if TNpocsnok M.B. 15.05.2026

Ne IKK-H-01-®-1969-10 Ceprithurar ananra Ne ABU1726 or |5 032026
He xonmpoaupvemoe xonupoaanue u PACHPOCIMPAHERNE MO0 GOKYMEHING 3anPEWeHO C TpaHuua 3uzl




