PA3PEINEHHUE
Ha BBOJ B rpaxaanckuit odopor B Poceniickoil Gegepauni cepuu Wi napTun
npoisseAeHHoro B Poceniickoii ®eaepaunu win sBosumoro B Poceniickyo ®eaepaimio
MMMYHOOHOJIOTHYECKOT 0 JIEKapCTBEHHOT O I1perapaTa
ot 05.08.2022 Ne 008616/22

Boinano Axumoncpuomy obmectsy "T'EHEPUYM". Poccus. 601125, Biaaumupckas
obaacte. IleTymmuckuii  pailon. noc. Boabrumckumif. yi1. 3aBoackas. crtp. 273,
WMHH: 3321027747
(HanumMeHOBaRHE OPHAMYECKOTO THUA, opHaudecknii axpec, HHH)
Deaepanbuas cayxba no Hagsopy B cdepe 3/IPABOOXPAHEHHS HA OCHOBAHMM
3akioMeHnss  MocCKOBCKOl  mcnpITaTensHoi  sabopaTtopn  KOHTPOIS — KauecTsa
JICKAPCTBCHHBIX  CPCACTB DCACPANBLHOIO TOCYAapPCTBEHHOIO OHOJKETHOIO YUPEKACHUS
"MHdopMalHOHHO-METOANYECKHH LEHTP M0 DKCHEpPTH3e, YYETY M aHaau3y obpauicHus
cpeJcTs Meauuuuckoro npumenenns” ®epepaiibHoit cayxObl N0 Haasopy B cdepe
34paBOOXpPAHEHHA.
(HmiMeHOBBHHe (‘)Gﬂepﬂ_ﬂbHOI‘O rOCYyapCTREHHOTO GrHOIKETHOrO }"ipC)K;lCHHFI)

or 03.08.2022 Ne 1571JIK-11/22 pa3zpemaeT BBoA B rpakAaHcKuii oGopoT

(nara) (HomeEp)
B Poccniickoit @egepaltny HMMYHODHOIONHYECKOT0 JICKAPCTBEHHOr0 Ipenapara

Jnackunrect"
(Toprosoe nauMeHOBaHNe)
Ajutepred TyOepKyJie3Hblil pckoMOMHAHTHBI B CTAHAAPTHOM Pa3BeCHUH
(MQ)KH)"HapOHHOE HEMATCHTOBAHHOC HAUMEHOBAHHE TPYTITIHPOBOYROL HIINH XHMH‘{CCKOC)
pacTBOp JUIA BHYTPUKOXKHOTO BBeAenus 3 Mi (30 103) - daakous! (1 WT.) - nauku
KapTOHHBIE - 114 ;1e4eOHO-TIPOYHIaKTHHECKHX M CAHUTaPHO-TIPOQHUIAK THUECKHX
VUpEeKIACHUH
{(tpopma BeITIYCKaA ¢ YKa3aHHeM AeKapcTBEHROM OpMbL, 1031POBKH, (HaCOBKH H KOMHHECTRO B YIIAKOBKE)
cepun  AB02322 |, ob6bem cepum uau naptuu 23771
(Homep cepni) (KOAMYECTRO YTTaKOBOK)
rogen no 05.2024 ,
(cpox romsocTh)
npoussoacTBa AxuunoHeproro Oduecrtsa "'EHEPUYM" (AO "TEIHEPUYM"), Poccus,
601125, Bnamumupckas obnacts, [leTywnnckuii  paitoH. mnoc. Boasrunckui,
yi. 3aBoxckas, ¢1p. 263 (npon3soantens (rorosoii JID). nepsuyHag ynakoBka, BTOpHYHas
YIIaKOoBKa), CTp. 273 (BBINYCKaOUNI KOHTPOJIb KauecTBa).
(HaMEHOBAHHE 1 aapec MPOM3BOANUTENS € YKA3aHHeM CTaiii Npou3ROICTRA)
Pernctpaunonnoe ynoctopepenue Ne JICP-006435/08 ot 11.08.2008.
HepxaTelb  perHcTpallHOHHOIO  yJocToBepeHHss  AxuuonepHoe  Ofiectso
"TEHEPUYM" (AO 'TEHEPUYM"), Pocens, 601125, Buagumupckas o6iacth,
ITetymnnckuii paiion, noc. Boasrunckui, yi. 3aBoackas, ¢tp. 273.
(HauMeHOBaHHUe, alpec)

b

JOKYMIEHL HOMITHCAH
IEKTPOHHON NOJITHCLIO

3aMCCTHTEIIL PYKOBOIUTES J.B. TTapxomenxo

Ceprudmkar 7719CARB4TDINCOAF I DDETI49E4 729,
BaaneneuHapxostenno Imnrprit Beenonoionny
Jeitcraurenen ¢ 12,11 2021 no 12,02 2023




AKUHOHEPHOE OBLUIECTBO «TEHEPHY My

A : HOTI2S, Ruaamsuparas obs, Hen uninesud poa,
- % Generium ) :

noc. Boasrarcxiti. 12 dasoaekas, ¢rp. 273

repd (49243 72820 7081

HACHOPT Ne AB02322

Haisenopanue no WL Juackunrecr”, Azrepren TyGepryae il peRoMBHNARTHBHL R CTAR1APTROM
PASRCICHHN, PACTBOP LIS BHVTPHRKOAHOTO BEEAeRrNA, 3 v (30 103)

Homep cepu AB62322
Jlara ppunora 08,2022
Cpok roasocti 10 05,2024
Konuuecrso: 23771 ynaxosra Me |
AHa sainoanen no L JTCP-006435/08-270618, Hiv, Ne 1 o1 30.08.2019
Hoaep PY: ‘ JCP-006435/08
Hawwvenosanne N ; 3 Pess b
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pH I NHE nomenuovempusecun 01 738 49 733 TA23
Mexannueckue
BIHOUCHIS
Buduvwe vexanuvecane | O NI s aenmi
ERHYERUN Jvsken seuaepanath ipedosanis Buiaepaneacy ipefioranig
Heeuoiniy
WOXAHUYCCR T XU cyonmpmdiamoiempien ocnnis
AR TS (Peines KOUHUeCTBO Mad Titl PasMepos
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Crretniuecras Bucispecsui,
BKTHBHOCTH Huzere eneundiyecKoR aRTHBHOCTH J01Hen ObiTs ot )
(.93 10 1.08
Creundmunocis Broiovtisecosin Roatime peakisi ¥ MOPUKHNY CBITHOK,
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kaprona ans notpebnrenscxolt Taph.

i 2 3

[lpoussoacTe it

BITaMM H L Ecoli BL2IDES ppCFP-ESAT CoorseTcTRYET

WTAMM 4718 KOHTPOA 2. Mycobacterium tuberculosis H37 Ry

Ynakorxa o 3y (30 2033 8 CTeRASHEBE GAaKoHL | Mo 3ma (30 301 B CTEKISHHBIX
FHAPOJHTHYECRONO KJACCE, VEVIOPCHHBIC IpodKkaMss GAAKOHAX,  YRYDOpeHHwX  nipobramm
PEIMHOBLIMU, © OOKETRON KOANAYKAME BIKMEHKEBO- pesiHOssiMl ¢ OOKATKOH KOANAYKaMK
TABCTHROBBIMY ¢ KOHTPOIEM NIEPBOTO BeKphITHE. Ha ATHOMHHHEBO-LIACTHKOBBIM <
KA Q};I&KOH HAKJICHBAKOT ITHRKCTKY CAMOKICKULYIOCR. KOHTPOACM nepeore BCKDLITHSA. Ha
| hrakol NOMEWIAIOT B KOHTYPHYIO RMEfKOBYH: Kamiabit  QNAKeR  HAKICCHA  ITHKETKA
YHAKOBRY, CAMOKACAIHARCS.
| KOHTYPHYIO A4eiiKOBYIO YNAKOBKY ¢ | daakoHoM ¢ I diaakoH B KOHTYPHOR  sueHKOBON
HHCTPYEUNCH NO NPHMCHCHIN0 BRARABBAIOT B DAYKY U3 YTIIGKOBKE,

I xonTypHas suecflkomas ynaxosxa ¢ 1
daakoRoM ¢ HECTPYKuMel o
TIPHMEHCHHIO B TIAYUKE HI KAPTOHA,

Mapxuposxa

Ha 31irerre $rakosa yKaisiBalOT HAHMCHORANNE
HPCANPHATHA-POUIBOANTEIR, TOPIOBOC HAMMCHOBAHIE
penaparta ¢ MapKupoBkoil «En, AeKapeTBeHHY hopmy,
o0besm npenapara B | $IaKOHE B MIL, KOTHUECTBO 203,
ofnem 1 303n B ML naonucs: «CTEPHILHOR, HOMED
cepun {Cepna}, 2aTy BLINYCKA, cpok roameets (INoen
nod.

Ha nauke yxaisiBaT HAHMCHOBAHHC NPEANPHETAS-
IPOH3BOAMTEAS, 8aped, T/, A0rOTHN, TOProsoc
HAHMCHOBAHHC NIPENIAPATE ¢ MBPKMPOBRKOH «Bn,
IPYUIMPOBOMHOC HAHMCHOBAHMES, ACKAPCTRCHHYVIO
dopmy, cnocod NpHMEHCHAS (TYTL BBEICHUS ),
KEHECTBCHHEBIA COCTRB 1 20301 TIPETIEPAaTa ¢ VKAIANIEM
KOQAKRYECTRA JelicTRyOuero sewectsa, o0vem npenapata
8 | daskoHe B M, KOIHYSCTRO 103 8 | Gnaxone, ofvew |
AO3BL B M7, ¥CIOBUA XPAHCHHA, HAATHCH!

wCrepianuon, « XpaiTs 8 HEJOCTYIHOM 118 aeTeft
secten, «Aus 3e4e0R0-MPOPHIAKTHROCKHK H CAHHTAPHO-
NPOQHIGKTHHECKAX VUPERICHHTIN, HOMED
PEIHCTPRUMOHROTO VIOCTOBEPCHIUSA, HOMED COPRH
{Cepus), Jaty BRmyCKa, ¢pox rognocts (Ioaen a0,
raolaneueiil naentiduxkaunonnsit vomep (GTIN) n
HHAMBHIYATbHbLH cepuiitaiii HoMep (SN} Toprosoii
CAHANIB {3HAUCHHA VKRIAHHON HHDOPMALIMK HEHOCATCR
#a Goxosofl kaanas); wWrpHxosofi koa.

DOMYCKAETCR HAHECEHNE CPEDCMAn HOCHMUGUN QN B
BHAS TBYMEPROTO IWTPHXOBOIG K04

Ha  smuxerxe  dmakoxa  YKa3aHO
HAHMOCHOBAKRNT OpCANPHSTHRA-
TIPOHIBOANTEAR, TOPIOBOL
HRMCHOBAHHE apenapara c
MAPKHPOBKOR  «&»,  ICKapCTBEHHAR

dopma, obvem npenapara 8 | GaakoHe B
M, KOMHYECTBO 203, 00bem | 20381 B M1,
HAanuch  «CTCPHIBHO®, HOMED  CCPHH
(Cepis), JaTa BHUTVCKA, CPOK TOIHOCTH
{(I'oaex a0

Ha nauxe  VKa3aHo  HAUMMEHOBRHUE
APEINPHATHA-IPOKIBOINTCAS,  aipec,
tih, J0TOTHR, TOPIOBOE HAKMEHOBAHHE

apenapata ¢ MapkHpoBkoi  «Bw,
IPYINHPOBOYHOE HaiMEHOBAHNE,
ACKAPCTBEHHAA bopma, cniocol
TIPHMEHEHNA {myTs BBCICHHS),

RAMCCTBCHHBIA COCTaR | 2038 npenapata
€ YKABAHMEM KOMYecTsa achcTeyomero
BeuiecTna, obneM npenapata 8 1 dnakone
B M1, Kommueciso o3 B 1 daakone,
olvem 1 203ml B Mil, YCAOBHA XDPAHEHHS,
HAANHCH: «CTCPHABHON, «XPAHHTL B
HEJOCTYNHOM Ans aereil Mecten, «llaa
JCHEOHO-TIPOGHARKTHHECKIN H
CaHHTaPHO-NPOHHIAKTHHEC KHX
YHPEHKACHUAN, HOMEp
PETUCTPALHONHOTO YAOCTOBEPLHHS,
noMep cepum{Cepna), Jata suImycka,
cpox roarocTs (03¢ 30), raobaisnsit
uaenTnduxaunorsnil Homep (GTIN)
HHAHBHAY AThHBIA CepHiinbiil HoMep
{8N) Topropofi eaMHMLLL WTPHXOBOH
KO, ABYMCPHBIE LITPUXOBOH K01,

Cpox roaHocTi

2rona

a0 31.08.2024

Xpanenue: Tlpu Temnepatype o1 2 10 8 °C. He 3amopaxusath. [lonyckaercs OIHOKDATHOS XPAHCHHE NTPeNapaTa

Tipy Temrieparype He shune 15 °C - we Gonee 15 cy ok wan we senne 235 °

ue fonee 7 cyrok

Tpancnopmuposanue: Npyu vemmepatype o1 2 20 8 °C. He 3amopaxusarts. Adonyckaeres TpascnopTHpOBaKKE NIPH
TeMneparype ne gume 15 °C ~ ge Goaee 7 cyrok.

3axmouenne: Quackinrect™, Annepren TySepryneinpiii PeEOMONHANTHBIT B.CTAHIADTHOM DA3BEIECHHH, PACTBOD

AR4 BHYTPHKOKHOMC BBeACHHS, 3 M1 (30 103), cepus ABO;SR‘Z’,cmTBmcm)m:mﬁﬁoﬂaﬂﬂxm HA JACP-006435/08-

270618, Ham. Ne | o1 30.05.2019,
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