000 «BTD»

Poccus, 601125 Bramumupckas o641, [lerymmHackuii paiion, noc. Bonsruucinit, yi. 3asonckas, ¢rp.107
OTIEJI KOHTPOJIA KAYECTBA

CEPTU®HKAT AHAJIU3A Ne_007/CETn/26
or "14" mas 2026 r.
HaumeHoBaHHe FOTOBOTO POIYKTa (Topropas Mapka, MHH, nexapcteennas ¢popma, no3upoeka): Herpun®

(LleTHpH3MH) KAIUIA A5l NPHEMa BHYTPb, 10 Mr/mu, (dhaakon) 20 ma % 1 (navka KapToHHAs)

Homep perucrpanuorHoro yaocropepenus: JII-Ne(006948)-(PT-RU)
Homep cepum: 040426
Iata mpoussoactsa: 21.04.2026 r.

Iara oxoHyaHus cpoka rogsocty: 21.04.2029 r.

O6neM cepr (KOJIMUECTRBO YIAaKOBOK): 16 950 mT. ynakoBok
Hammenoranne ADC: LeTupH3nHa TUTHAPOXIOPUIL

[Ipoussomurens ADC: SUPRIYA LIFESCIENCE LTD, Wanus

[Haptus npoussogurens ADC: SLI/CTR/0825053

®05/COII-103-KK/26-9

Ne HauMeHOBaHME Pe3ynbTaThl HCNILITAHUA
n/u | nokasatens kauecrsa Hiogameacaa K MeTop!
L Ommicanne IIpo3paunsi GecBETHBIH HIH BusyansHb1i [Tpo3paunslii OecBeTHEIH
CBETIIO-KOPHIHEBATEIH PACTRBOD pacTeop
2. W neRTHhHKAITH: Bpems ynepxHBaHHSI OCHOBHOIO BOXX/VD Ha CoOTBETCTBYET
HETHPH3HHA [HKa Ha XpoMaTorpaMmMe IHOTHOM MaTpHUIE
JUTHAPOXIIOPHIA HMCIIBITYEMOI'O pacTBoOpa JOJLKHO (MCTOI[HKEL
COOTBETCTBOBATH BPEMEHH
YIePKUBAHHS TTHKA ugmpmnna (;%?;Bé)g]f ZH;%’/
IHTHIPOXJIOPHAA Ha
XpoMaTorpaMMe CTaHOapTHOTO Iereo
pacTBopa.
CrniexTp 0CHOBHOTO BEHIECTBA Ha BOXX/VD Ha CooTBeTCcTBYET
XpoMaTorpaMme MCIBITYEMOIO HHOHHOﬁ MaTpHIe
pPaCTBOPA, CHATEIH B 001aCTH OT (MeTOmHKa
190 10 400 um ¢ TOMOIIBIO IPOM3BOIATEIS),
JETEKTOPa ¢ AMOIHOM MaTpHLEH, ®EADC 2.1.2.28/
LOJKEH COOTBETCTBORATE CTIEKTPY oD
LETHPH3HHA JHTHIPOXIOPHIA Ha
XPOMaTOTpaMMe CTaHAAPTHOTO
obpasua.
METHIIaparuIpOK- Bpems ynep:xuBaHus BOXX/YOD na CooTBeTCTBYET
cubeHnzoara OCHOBHOTO ITHKA Ha JUOTHOH MaTpHLE
XpOMaTOTPaMMe HCIIEITYEMOTO (MeTommKa
pacTBOPa JOIDKHO IPOM3BOIMUTENS),
COOTBETCTBOBATE BPEMEHH OEA3C 2.1.2.28/ T'®
yIEepKUBaHHA [THKA I'® po
MeTHInaparuapokcubensoaTa
Ha XpOMaToTpamMMe
CTaHIapTHOTO pacTBopa.
MpONUINIAParHIPOK- Bpewms ynepxuBaHus BOXX/YD Ha CootBeTcTByET
cubeH30aTa OCHOBHOTO ITHKa Ha IHOJIHOM MaTpHIe
XpOMATOTpaMMe HCIIBITYeMOTO (meTonuka
pacTBOpa IOJDKHO MIPOM3BOIHTENA)
COOTBETCTBORATL BPEMEHH DEADC 2.1.2.28/
YIEpKABAHUS MTHAKA I'®d PO
IponuInaparuapokcubensoara
Ha XpoMaTorpaMmme
CTaHapPTHOIO PacTBOpA.
3 [Tpo3padIHOCTE He mpersimaeT nmo DEADC 2.1.2.1./ CooTBeTCTBYET
HHTEHCHBHOCTH MYTHOCTE T'd pPd
CyCIIeH3uu cpaBHeHus L
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OTAEJ KOHTPOJISI KAYECTBA

3aABICHHOTO KOJIH‘IECTB&).

No HauMeHoOBaHnHe PesynbTarsl mensrranui

/N | MOKAa3aTeisl KAYecTBA Hopiuta o M1 MeTtoan:

4, LiseTHOCTH HopwMa 1ipu Beinycke: QEAD3C2.1.2.2./ CootBercTBYET

Oxpaien ue Gonee I'o Po
HHTEHCHBHO, YeM PACTBOD
cpaBHeHHs By,
Hopma B Teuenue cpoka
TOJIHOCTH (CPOKA XpaHEHHs):
Oxparen He Gosee
HHTEHCHBHO, 4€M PACTBOP
cpaBHeHHs B,
5. pH Ot 4,0 no 6,0 OEADC2.1.2.3./ 5,3
e Pd
6. PopcTeennbie mpuvecn JIrobas eqpHrYHAS BOXX/Y®D na He obuapyxeHo
HEHJIEHTH(ULIMPOBAHHAS JMOJHOH MaTpuIe
npuMeck — He Oonee 0,5 %; (MeTommuKa
Cymma npn;agc;n — He Oonee IpousBOMHTENA),
=R ®EADC 2.1.2.28/
TOTI'd

it Hoza u Cymmapnas macca 10 gos He DEADC 2.5.1.9/ Brinep:xuBaeT ucnblTaHHE,

OJTHOPOIOHOCTD 03kl | JOJDKHA OTIMYATECS Oojee ueM ' PO Cpenusas nosa 0,987 r;

Ha 15 % OT HOMHHAJILHOH 10/10 mo3: o1 0,972 1

macest 10 mos. (-1,60%) mo 1,039 r
Macca HH 0J{HOH 1035l He (+5,18%);
JOJDKHA OTKIIOHATECS Donee uem Cymmapnas Macca 10 103
Ha 10 % oT cpenneit MacesL 9,876T;
OrxoHeHHE CyMMapHO#
maccsl 10 103 ot
HOMHHAJILHOH Macehl 10
z03 (-8,64%).

8. O6BeM Cpennee 3HaueHue 06BeMa ®EADC 2.1.9.17./ 20,0 v
COZIEPIKMMOTO conepxkumoro 10 ymakoBok ne I'® pd 10/10 ym: ot 20,0 (100,0
YIIAKOBKH JIOIDKHO OBITE MEHEe %) ™ g0 20,5 M

HOMHHANEHOTO, 00BEM (102,5 %)
COAEPKUMOT0 KaKI0H
OT/ENBHOH YIaKOBKU JOJKEH
6eTh HEe Menee 90 % oT
HOMMHAILHOTO.,

% Konuuecrrennoe Hopwma npu Bemycke: BOXX/Y® na 10,0
OTpeieNieHHe; ot 9,5 mr/ma mo 10,5 mr/mn MHOTHOH MaTpHIe 100,0 %
LCTHPH3HHA (or 95,0 % mo 105,0 % or (MeToyMKa
JUTHAPOXIIOPHAA 3a5BJIGHHOTO KOJTHYECTRA). IPOH3BOINTEINSA),

Hopwma B TeueHue cpoka DEADC 2.1.2.28/
FOJTHOCTH (CPOKa XpaHeHHs): I'e po
o1 9,0 mr/mn jio 11,0 mr/mn )
(o1 90,0 % mo 110,0 % ot
3a5BJEHHOTO KOITHYECTBA).
MeTHanaparuapokcu | OT 1,215 mr/mim o 1,485 mr/mn 1.333
-Gensoara (o1 90,0 % mo 110,0 % ot 9§,7 %
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Poccus, 601125 Bnamumupexas ofu., [erymusckuil paiioH, noc. BoneruHckHii, yiu. 3asojckas, cTp.107
OTIEJ KOHTPOJISA KAYECTBA

Ne HanMeHnoBaHue Hopwi o HIL Pe3yanTaThl HCNBITAHHIA
/1 | mokasaTeNs KauecTBa MeTo/s!
npormmnnaparaapokc | o1 0,135 mr/ma go 0,165 mr/Mn 0,152
u-0Oen3oaTa (o1 90,0 % no 110,0 % ot 101,3 %
3asBIIEHHOTO KOIHYECTBA).
10. | MukpoOHONIOrHYecKas ®EADC 2.3.1.2 Kareropus 3A/ DEABC 2.1.6.6./ Obmee YHCIo a3podHBIX
auctoTa* I'd PO, ODC.1.2.4.0002.18 ®EADC 2.1.6.7/ T® PD MUKDOOPTaHH3MOB
Kareropus 3 A menee 10 KOE B 1 Mn
O6m1ee YHCTIO IPOXIKEBBIX H
IJIECHEBEIX TPHOOB
meree 10 KOE B 1 M
Orcytcteue Escherichia
colip 1 mn
11. | Omucanre ymakoBKH Ilo 10, 15, 20, 25 u 30 M1 BO BusyansHbiH, ITo 20 M BO (hTaKoHaX
(aKoHax TEMHOT'O CTeKIa HJI mpousBoxuTens TEMHOTO CTEKIIa TPETHETo
TPETHETO IUAPOTHTHIECKOTO CHIPOITUTHYECKOTO KIacca
KIacca ¢ BHHTOBBIMH C BMHTOBBIMH KPBIIKaMH
MOJIHATHIEHOBBIMH KPBIIIKAMU W3 TIOJMITHIICHA H
(¢ KOHTpPOJIEM IIEPBOTO MOMUIIPONHNIEeHa (¢
BCKDBITHA, O€3 3aLHTEL OT KOHTpPOIIEM IIEPBOTO
BCKPBITHA JIETEMH) HIIH C BCKPBITHS, C 3alllMTOH OT
BHHTOBEIMH KPBILIKaMH H3 BCKPBITHS JeThMU) U
TOIMATHIIEHA ¥ [IOJHUIIPOMIIEHA [IOJTMA THIIEHOBBIMH
(c KOHTpOJIEM TIEPBOTO BEPTHKAIBHBIMH
BCKDBITHS, C 3aIUTOH OT kanensHMIaMi. Ha dnakon
BCKDBITHA JCTEMHA) H HAKIEUBAIOT
TIOTH3THICHOBLIMHA CaMOKJIESIIYIOCT ITHKETKY.
BEPTHKATIBHBIMH DnaKoH BMECTE C
KanensHunaMy. Ha diakos HHCTPYKIHEH 110
HAK/IEUBAIOT CAMOKIIEAIIYIOCS MeIUIIMHCKOMY
3THKETKY. PnakoH BMECTE € TPHMEHEHHIO (JIMCTKOM-
HHCTPYKIIHEH II0 BKIIAMBIIIEM) IOMEIIAIOT B
METUIMHCKOMY IPHMEHEHHUIO MadKy U3 KapToHa.
(MCTKOM-BKIIAIBIIEM)
MOMEILAIOT B MAYKY M3 KapTOHA.
12. | MapkupoBKa Ha nepsuunoii YRaKoeKe BuzyanbHbIi, Ha nepsuynoil ynakogke

YKa3bIBAIOT!

*  TOpPrOBOE HAaHMEHOBAHHE
JIEKapCTBEHHOI'0 Npenapara;
e MEXIYHapOoIHOE
HEIMATEHTOBaHHOE
HauMCHOBaHHE Ha PYCCKOM H
aHTIMHCKOM fA3BIKaX;

*  JIEKapCTBEHHYIO hopMy;
*  KOHICHTPAlIMIO,

e obweM mpenapaTta B 1
(hrnaxone;

*  «c 6 mec.»

*  YCIOBHS XpaHEHHH;

*  HAMMEHOBAaHHE ACPKATEIA
PETUCTPALOHHOTO
YIOOCTOBEPEHUS, CTPaHa;

«  joroTun gepikarens PV,
*  TEMaTHYECKHE PHUCYHKH,

*  HOMEp CepHH,

*  JIaTy MCTEUeHHA CPOKa
rognoctd (FoneH no).

HJI nmpouzBoaMTENS

YKa3bIBaKOT!

*  TOProBOE
HaMMEHOBaHHE
JIeKapCTBEHHOTO
IIpenapara;

*  MeXIyHapOJHOE
HENaTeHTOBAaHHOE
HaMMEHOBaHUE Ha PYCCKOM
U 2HTITHHCKOM A3BIKaX;

*  JIEKapCTBEHHYIO
dopmy;

*  KOHLEHTPALHIO;

e obwem npenapata B 1
draxowe;

e «c 6 mMec.»

*  YCIIOBHS XPaHEHMS,

*  HAUMECHOBAHHE
IepIKaTels
PETHCTPALHOHHOTO
y/IOCTOBEPEHMS, CTPaHa,
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Poccus, 601125 Brnagumupcxas o6, Terywmnciuii paiion,

000 «BTd»

OTAEJI KOHTPOJISI KAYECTBA

noc. Bonbruuckuii, yn. 3aponckas, crp. 107

Ne
n/n

Haumenosanue
MoKa3aTe/s KayecTrsa

Hopmer no HJJ

MeToan!

PesyanTaTel nenerTanuii

Ha emopuunoii ynaxosxe
YKa3bIBAOT:

* TOProBO€ HAUMEHOBaHHE
JIeKapCTBEHHOTO NpernapaTa;

*  MEeXIyHApOIHOE
HEIaTEeHTOBAaHHOE
HaHMCHOBAHHE HA PYCCKOM H
@HTIMACKOM S3BIKAX;

*  «c 6 Mec.*y,

*  «IeHCTBYET 1o 24 yacosy,
*  «Amreprudgeckmii
KOHBLIOHKTHBUTY;

*  «ANeprudecKuii pUHUTY;
¢ «Kpamusauma**y;

*  «** Xponnueckas
HAWONATHYECKAs KPalIMBHHIA
(anneprugeckoe 3abonepanue ¢
3YIOM BBICBITIAHUAMH Ha KOXe);
*  JICKapCTBEHHYIO GopMmy;

*  KOHIEHTPAIHIO;

* 0bneM npenapata B 1
(maxone;

*  Ccmocob npHMeHeHHSs 1
JLO35I;

*  OpenynpeauTenabHBIE
HAAMHCH:

v «ITepen mpumenennem
O3HaKOMBTECH C JIACTKOM-
BKJIQ IBIIIEM;

v «Xpanurs B
HEMOCTYIIHOM JIst AeTei
MecTey;

* cocraBHa | M

*  YCIOBHS OTIYCKA;

*  YCIIOBHSA XpaHEHMS;

*  HaHMCHOBAHME JIEPXKATEIs
PETHCTPaMOHHOTO
YAOCTOBEPEHHS, CTPAHY;

*  JIOTOTHIT JIecpaKaTEIIs
PETHCTPAalMOHHOLO
YIOCTOBEPEHNS;

*  HaUMEHOBaHHE
TIPOM3BO/IMTENIS, CTPAHY;

*  IUTPHX-KOZ;

*  TEMAaTHYECKHE PUCYHKH;

*  HOMEp CEpHH;

*  IaTy IPOHM3BOJCTBA;

*  JlaTy MCTEYEHHs CpoKa
rogHocTH («LomeH 1o»);

*  CPeACTBO MAEHTH(HHKALMK
(oTobpaxaemoe B Buje
JBYMEPHOTO IITPHXOBOTO KOJa);
*  rnofanbHeIH
HIICHTH(QHKAITHOHHBIH HOMEp
TOproBoii exuuuLpl («GTINY);

*  JIOTOTHII JIepIKaTENs
PV,

*  TEMATHYECKHE PHCYHKH;
*  HOMEp CepHH;

*  JIaTy UCTEUYCHMS CPOKa
ropHocTH (lozmen o).
Ha smopuunoii ynaxosxe
YKa3BIBAOT:

*  TOpProBoe
HAUMEHOBAHHE
JIEKAPCTBEHHOTO
npernapara;

*  MENIYHAPOAHOE
HETIATEHTOBAHHOE
HAUMEHOBAHHE HA PYCCKOM
H aHTTIHHCKOM S3BIKAX;

*  «c 6 Mec.*y;

*  «pelictByer mo 24
4acoBy,

*  «Annepruveckuii
KOHBIOHKTHBHTY;

*  «Anmepruyeckuii
PHHHTY;

*  «Kpamusauma®*y;

*  «** Xponuueckas
HIMOTIATHIECKAs
KPanMBHHUIIA
(amnepruueckoe
3abonesanue ¢ 3ymoM
BBICBIIIAHHAMH Ha KOXKE);
*  JIEKApCTBEHHYIO
opmy;

*  KOHIGHTPAIHIO;

* ofweM mpenapara B |
(naxone;

*  CIocod IpUMEHEHUS H
JIO3BI;

*  TpEeNyNpe/UTeNbHbIE
HAATIHCH:

v «ITepen
IIPHMEHECHHEM
O3HAKOMBTECE C JIUCTKOM-
BKJIaJBIIIEM);

v «XpaHuTE B
HEJOCTYIHOM JUIA eTel
MecTey,

* cocTaB Ha | M

*  YCIIOBHA OTNYCKA;

*  YCIIOBHSA XPaHCHUI,

* HaHMEHOBaHHE
JepiKaTes
PETHCTPAIHOHHOIO
YAOCTOBEPEHUSI, CTPaHy,
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000 «BT®»

Pocens, 601125 Brnagumupcekas o611, Tletymmnckuii padon, noc. Bomsrunckwit, yn. 3asoackas, ctp.107
OTAEJ KOHTPOJISI KAYECTBA

Ne HanMeHoBaHMe
/I | mokazaTens KadyecTBa

Hopmsr mo HJT

MeToas!

Pe3yabTaThl HeNBITAHMI

*  HHIHBHIYAJIBHBIH
CepHHHBIH HOMep TOProBOH
enuHHIBL («SN»);

* hapmakop (Ipu
HEe0O0X0IUMOCTH).

*  JIOTOTHII JepPIKATEII
PEeTHCTPAI[MOHHOTO
YIOOCTOBEPEHHS;

* HaWMCHOBAaHHE
IIPOM3BONHUTENA, CTPaHY;

°  IITPHX-KOT;

*  TeMaTH4eCKHue
PHCYHKH;

*  HOMEp CEpHH;

*  [IaTy IPOH3BOACTRA,;

*  [IaTy UCTEUYEHHs CpOKa
ropuoctr («l'omeH ao»);

*  CpencTBO
HACHTHOUKAIHA
(oToGpaxkaemoe B BHIE
IIBYMEPHOTO IITPUXOBOTO
Koza);

*  Tno0anbHBIH
HUICHTH()HKAITMOHHEIH
HOMEP TOPTOBO# eIHHHITEI
(«GTIN®);

°  HHAWBUIYAIbHBIA
CepuiHbIH HOMED TOPTrOBOH
equHuLB! («SN»);

* hapmaxon (pu
HEe0DXOTHMOCTH).

13. | Ycnosus xpanenus

XpaHuTe TpPH TeMIepatype He
Boime 25 °C B OpHUIHHANBLHOM
yTIakoBKe ((IIakoH B magke).

Ilpn TemMneparype He BEINIE
25 °C B opUrdHaNbHOH
ynakoBke ((h1aKoH B mayuke).

14. | Cpok romHOCTH (CpOK 3 roma Busyansueiii, HI 3 roma
XpaHeHHs ) TPOU3BOIHTENS
KommenTapuu:
*- npoBepka nokasareneif mpoeemena QOO «McHBITATENBHBIH IEHTDP JIEKADCTBEHHBIX CPENCcTB «BHOTEXHOTOrHA»,

Mockosckas 061, 1.0. Jlenunckuid, r. Bunnoe, yiu. 8 mumus, 1. 10A, mumensus NeJI012-00102-77/00006737, Homep

cepruduxara GMP GMP/EAEU/RU/01673-2024

(HanMeHOBaHME CTOPOHHEH OpraHM3aIlHH, apec, HOMEp JHIEH3HH, HoMep cepTudukata GMP)

3axmouenne OKK: Lerpun®, kanau a8 npueMa BHYTpb 10 mMr/ma cepun 040426 BEIICDKHBACT MCIIBITAHUSA 10 MEDEYNCITIEHHBIM

MOKa3aTelsM KagyecTBa COrIAaCHO crenuduKanmu HJI Herpun®, kanau gas npuema BHYTpB 10’ Mrﬁmn JII-Ne(006948)-(PT-RU) ot

09.10.2025.

Haganeank OKK 000 «BTD»
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