000 «BT®»

Poccus, 601125 Brnammmupcekas 06, [Teryminckui paiios, noc. Bonsrunckui, yn. 3asonckas, ctp.107
OTIEJ] KOHTPO.JIA KAYECTBA

@®05/COII-103-KK/26-9

CEPTUOUKAT AHAJIM3A Ne 008/CETn/26
or "15" mas 2026 T.

HauMeHOBaHHe TOTOBOTO TIPOAYKTa (Toproeas Mapka, MHH, nekapcreennas popma, nozupoeka): llerpun®
(LeTnpr3un) KanJiu JJs OpAeMa BHYTPb. 10 mr/vi, (daakon) 20 ma X 1 (nayka KapTOHHas)

Howmep perucrpanuonsoro yaocrosepenus: JIII-Ne(006948)-(PT'-RU)
Howmep cepun: 050426
Jlara mpomssoacTaa: 22.04.2026 r.

JlaTa oxoryanus cpoka rogHoctu: 22.04.2029 r.

O6neM cepu (KOIMYECTBO yakoBok): 17 000 mT. yIakoBOK

Haumenosanne ADC: [eTHpH3nHa THTUAPOXJIODHI

IIpouzsogurens ADC: SUPRIYA LIFESCIENCE LTD. Munus

[TapTus npoussomurens ADC: SLL/CTR/0825053

Ne HaumMeHoBaHHe PESYJII:TEITI:I HCMBITAHUI
I/ | MoKa3aTesisi KauecTBa Hopatsl noHJI MeToabi
1. Onwucanune Ipospaunslii OecLBETHBIH HIH BusyamsHbIiH [Tpospaunslit GecuBETHBIH
CBETIO-KOPHYHEBATHIH PacTBOD DacTBOp
2. Wnentuduxarms: Bpems yaep:KHBaHHA OCHOBHOIO BOXX/YD na CootseTcTByET
UETHPH3HHA NHKa Ha XpOMaTorpaMme JHOIHOH MaTpHLE
JUTHAPOXJIOPHIA HCTIBITYEMOT'O pacTBOPa NOKHO (MeTOI[P]Ka
COOTBETCTBOBATE BPEMEHH
YIEP/KHBAHMS THKA uf‘mpnsnﬂa g%ilg%]gﬁrzﬂ?g}
IHTHOPOXIOPHIA Ha
xpoma‘rorp?mm cgalmapmoro [oro
pacTBopa.
CriexTp OCHOBHOTO BEIIECTBa HA BOXEX/VOD na CooTBeTCTBYET
XpoMaTorpaMme MCIBITYEMOIO U0 )IHOfI MaTpHIe
pacTBOpa, CHATEIH B 007aCTH OT (MeTozuKa
190 mo 400 HM ¢ MOMOLIBIO
IETEKTOPa C JHOMHOH MaTpHISH, g%ﬁg]aggufzﬂg’/
JAOIDKCH COOTBETCTBOBATE CIIEKTPY IROIRO)
METHPH3HHA JTHTHAPOXTIOPH/IA Ha
XpomarorpaMmMe CTaHAapTHOIO
oOpasnua.
METHIaparuipoK- Bpewms ynep:xkuBaHus BOXX/YO Ha CooTBeTcTBYET
cubeH3oaTa OCHOBHOT'O ITHKA Ha JIHOIHOM MaTpHle
XPOMAaTOTpaMMe HCITBITYEMOTO (MeTomiKa
pacTBOpa AOJDKHO TIPOH3BOIUTEN),
COOTBETCTBOBATh BPEMEHU OEADC2.1.2.28/ TD
YIEPKHUBAHUS [THKA I'd Po
MeTHIIaparuapoKcHOeH30aTa
Ha XpoMaTorpamme
CTaHJApPTHOIQ PacTBOpA.
IIPOHITIAParuIPOK- Bpems yaepxusanus BOXX/YO na CooTBETCTRYET
cubeHz0aTa OCHOBHOTO ITHKa Ha JIMOTHOM MaTpHIe
XpOMaTorpaMMe HCTIBITYEMOTO (meTomuka
pacTBOPa JOIIKHO TPOU3BOIHTENA)
COOTBETCTBOBATH BPEMEHH ®EA3C 2.1.2.28/
yACpXKHUBaHU THKa o po
MIpONMINAaparuIpoKcudeH30aTa
Ha XpoMaTorpamMme
CTaHAapTHOTO pacTBopa.
3. [IpozpaunocTs He nipespimaer mo OEA3C2.1.2.1./ CooteeTcTBYET
HHTEHCUBHOCTH MYTHOCTD D PO
CYCIIEH3UH CpaBHEHU: L
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Poccns, 601125 Brapumupekan o6, Ierywunckmii paiion, noc. Bobrutckuii, ya. 3asojckad, crp. 107
OTAEJ KOHTPOJISI KAUECTBA

3asBJIEHHOTO KOIHYECTBA).

Ne HanMeHoBaHue PesynbTaTel nenbITaHui

n/m | mokasaTtessi KauecTsa Hopwia wo B MeToant

4. | lsetHOCTE Hopwma opu Beinycke: ®EADSC2.1.2.2./ CootBetcTBYET

Oxpanren e Gonee I'd PO
HHTEHCHBHO, 4€M PACTBOP
cpaBHeHuA Bo.
Hopwma B Teuenne cpoka
TOMHOCTH (CPOKA XPAHECHUS):
Oxparnen He Gonee
HHTEHCHBHO, YEM PACTBOP
cpaBHeHHs B7.
5. pH Ot 4,0 10 6,0 DEA3C2.1.2.3./ 5,4
I'o Po
6. PoncreenHsie npimecu Jiobas enuuuuHas B3XX/YD Ha He oGnapymxeno
HGHHEHTHCI)HHHPOBRHHRH JHOTHOH MaTpHIe
IpuMecs — He boiee 0,5 %; (MeTomMKa
Cymma npn;agc;u — He Oosee npomsBOTHTENS),
e ®EADC 2.1.2.28/
roro

i Hoza u Cymmapnas macca 10 103 He DEADC 2.5.1.9/ BriaepxuBaeT uCIbITAHKE.

OTHOPOJHOCTH 0351 JOJDKHA OTNIHYATECH 00Jee ueM I'o PO Cpennss nosa 0,999 r;

Ha 15 % ot noMuHAanBHOM 10/10 no3: or 0,967 r

Maccsr 10 mos. (-3,12%) no 1,093 r
Macca Hi OHOM 10351 HE (+9,43%);
IOJDKHA OTKIOHATBCA Goliee yeM Cymmapnas macca 10 go3
Ha 10 % or cpenHeit Macchl. 9,987 ;
OTk0HEHHE CYyMMApPHOIT
maccsl 10 103 ot
HOMMHaJIbHOH Macchl 10
1103 (-7,61%).

8. Oo6bem CpenHee 3HayeHHE 00BEMA ®EA3C 2.1.9.17./ 20,0 v
COZIEPIKHMOTO cogepkuMoro 10 ymakoBok He I'o PO 10/10 yn: ot 20,0 (100,0
YIAKOBKH JOIKHO OBITE MEHEe %) Mt

HOMHHAIIEHOI0, 00BEM
COAEPIKHUMOr0 Kay a0t
OTJIENILHOM YIAKOBKH JOIKEH
ObITh He MeHee 90 % oT
HOMMHAJIEHOT O,

9. KomuuecTsenHnoe Hopwma npu seinycke: BOXX/VD na 10,0
OTIpeneIcHNE: ot 9,5 mr/mn o 10,5 mr/mn JUOIHOM MATpHIlE 100,0 %
UETHPH3NHA (or 95,0 % nmo 105,0 % ot (meTomrKa
JUTHIPOXIIOPH]IA 32BJICHHOTO KOIHYECTBA). IIPOHU3BOIUTETS),

Hopwma B Teuenue cpoka DOEADC 2.1.2.28/
TOTHOCTH (CPOKa XPAHCHH): I'd PO
ot 9,0 mr/Ma mo 11,0 Mr/ma )
(o1 90,0 % 10 110,0 % ot
3ajBIIEHHOT0 KOJIHYECTRA).
MeTuwinaparuapokcu | OT 1,215 mr/mi o 1,485 mr/mn 1341
-OeHsoara (ot 90,0 % 1m0 110,0 % ot 99”3 %
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Poccusi, 601125 Bramumupcekas o6n., Ierynmmackuii pation, noc. Bonmsrusckuii, yn. 3asoackas, crp.107
OTAEJ KOHTPOJIA KAYHECTBA

Ne HaumenoBaHue Pe3yabTaThl HCMIBLITAHHH
m/m | MoKasaTels KayecTBa Hopmer nio HJL MeTonsi
npornmaparuapoke | oT 0,135 mr/mi 1o 0,165 Mr/va 0,150
u-6eH3oarta (o1 90,0 % mo 110,0 % ot 100,0 %
3asBIEHHOI0 KOJIMUYECTRA).
10. | Mukpobronorngeckas @®EABC 2.3.1.2 Karteropus 3A/ ®EA3C 2.1.6.6./ Ob61uee guciIo a9podHBIX
gucToTa® I'®d PO, ODC.1.2.4.0002.18 OEABC 2.1.6.7/TD PO MHKPOOPTaHH3MOB
Kareropus 3 A menee 10 KOE B 1 M
OO61iee YMCIO IPOKKERBIX U
IUTECHEBBIX TPHOOB
Mmenee 10 KOE B 1 mn
Ortcytereue Escherichia
colis 1 M
I1. | Onmcanue ynakoBKH TIo 10, 15, 20, 25 u 30 mMa BO Busyanseiii, ITo 20 mn Bo dmakoHax
(hr1akoHaX TEMHOTO CTEKIa HJI npousBouTens TEMHOTO CTeKJIa TPETBETO
TPETBET0 THAPOTHTHYECKOTO THAPOIMTHYECKOTO KIacca
KJacca C BHHTOBEIMH C BUHTOBBIMH KPBIIIKaMH
[OTMATHICHOBBIMH KPBIIIKAMH M3 TONUDTUIIEHA U
(c xOHTpOIEM IEPBOTO IOJUTIpOIHIeHa (¢
BCKPEITHA, O3 3alIUTEI OT KOHTPOJIEM [IEPBOTO
BCKPBITHS JETEMHU) HITH C BCKPBITHS, € 3aIHTOH OT
BHHTOBEIMH KpBIIIKAMH U3 BCKPBITHA IE€TEMH) H
NIOTHATHIEHA Y MOJTHIIPOITHIIEH IOIH3THIEHOBBIMH
(c xOHTpOIIEM IIEPBOTO BEpPTHKAIbHBIMH
BCKPBITHA, C 3aIIHTOH OT kanensHUIaMu. Ha dmakon
BCKPBITHA NETHMH) H HAaKJIEHBAIOT
[OJTMITHICHOBBIMHU CaMOKJISSIIYIOCS STHKETKY.
BEPTHKAIbHBIMH @DnaKkoH BMeCTE ¢
KarensHHIIaMU. Ha dnaxon HHCTPYKLIHEH IO
HAKIIEHBAIOT CAMOKIIEAIIYIOCs MEIUIHHCKOMY
3TUKETKY. DPIaKoH BMecTe ¢ NPHMEHEHHIO (JTHCTKOM-
HHCTPYKITHEH 110 BKJIAJIBIIIIEM ) TIOMEIIAIOT B
MEIHMLIHHCKOMY TPHMEHEHHIO IAaYKy W3 KapTOHA.
(TMCTKOM-BKIA TBIIIEM)
MOMEIIAIOT B IAYKY M3 KapToHa.
12. | MapxupoBka Ha nepsuunoun ynaxoske BuzyanbHsrii, Ha nepsuunoi vnaxoske

YKA3BIBAIOT:

°  TOPrOROE HaHMEHOBAHHE
JEeKapCTBEHHOT'O Mpenapara;
°  MEXKIyHapoIHOE
HeMaTeHTOBAHHOE
HaHMEHOBaHHME Ha PYCCKOM H
AHTIMHACKOM S3bIKaX;

*  JIEKapCcTBEHHYIO (GOPMY;
°  KOHIEHTPALHIO;

= oObeM mpemapaTa B 1
¢naxone;

*  «c 6 Mec.»

*  YCIIOBHA XpaHEHHS;

°  HaUMEHOBAHHUE JEepKaTeIs
PETHCTPALMOHHOTO
YIOOCTOBEPCHUS, CTPaHa;

° JIOrOTUII Jepkarens PY;
*  TEMaTHYECKHE PHCYHKH;
*  HOMED CEepHH;

*  [aTy HCTEUEHHs CpoKa
ropsHocTH (I'onen o).

HJI npousBogutens

YKa3bIBAIOT:

*  TOProBoe
HaHMMEHOBaHHE
JIeKapCTBEHHOTO
mpenapara;

*  MEXIyHapOJHOE
HEIIaTeHTOBAHHOE
HAMMEHOBAHHWE Ha PYCCKOM
Y aHTJIHHCKOM SI3BIKaX;

*  JIEKapCTBEHHYIO
opmy;

*  KOHIEHTPALHIO;

* o0beMm mpemnapara B 1
(naxone;

*  «c 6 Mec.»

*  YCIOBHS XPaHEHHS,

*  HauUMeHOBaHWE
IepIKaTems
PETHCTPAIIMOHHOTO
YIOOCTOBEPEHHS, CTPAHa;
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Poceusn, 601125 Bragumupekan o6a., IMerywmnnckuill padion, noc. Bonsrunckuid, yi. 3asogckas, crp.107
OTAEJ KOHTPOJISI KAYECTBA

n/u

HaunmenoBanue
nmoKa3aTe/isi Kayecrna

Hopmbl no HJJ

MeTtoan!

PesynsTaThl HenbITAHMIA

Ha smopuunoii ynaxoske
YKa3BIBAIOT:

*  TOPrOBOE HAMMEHOBaHHE
JIEKapCTBEHHOIO IpenapaTa;

*  MEeXIyHApOJHOE
HEIaTeHTOBAHHOE
HAHMEHOBAHHE HA PYCCKOM M
AHIIMACKOM SI3bIKAX;

*  «c 6 Mec.*y;

*  «OeHcTByeT 10 24 yacoBy;
*  «Annmeprudeckuii
KOHBIOHKTUBHTY,

*  «ANIEpPTHYECKHIH PHHHTY;
*  «KpamusHHIa**»;

*  «** Xponuyeckas
HIMONATHYCCKAS KPAITUBHHIA
(annepruveckoe 3aboeBanue ¢
3yA0M BBEICBIIIAHUSIMHU Ha KOJKE);
*  JIeKapcTBEHHYIO (hopMYy;

*  KOHLIEHTPALHIO;

* oObem npenapata B 1
(uaxoune;

*  cnocol pUMeHeHHs |
IIO3EI;

*  TpeaynpeAuTeIbHbIE
HA/ITHCH;

v «Ilepen npumMeneHnEM
03HAKOMBTECH C TUCTKOM-
BKIIA/IBITICMY;

v «XpaHuTs B
HEJOCTYIIHOM JIIA AeTei
MECTE»;

* cocraB Ha | M,

*  YCIIOBHS OTITyCKa;

*  YCIIOBHS XpaHEHWS,

*  HaWMEHOBAHHUE NEPKATEINS
PETHCTPAIIMOHHOTO
yIOCTOBEPEHUS, CTPAHY;

*  JIOTOTHII JAepKaTeisl
PETHCTPALIMOHHOTO
YI10CTOBEPEHHUS;

*  HAUMEHOBAHHE
IIPOH3BOJUTEINS, CTPAHY,

*  IITPHUX-KOJL;

°  TeMaTH4ECKHe PHCYHKH;

*  HOMEp CepHH;

*  JlaTy MPOH3BOJICTBA,

*  JIaTy MCTEYEHHs CPOKa
rogHocTH («['omen mo»);

*  CpEeACTBO MACHTH(HKAIIHA
(oTobpaskaemMoe B BUzIE
JABYMEPHOTO LITPHXOBOTO KOJA);
*  rnoOanbHBIH
UICHTH()HMKAIMOHHEIH HOMED
TOproBoH enuHuLE («GTIN®);

*  JIOTOTHII JIepiKaTelis
PVY;

*  TEeMaTHYECKHE PUCYHKH;
*  HOMEp CepHl;

*  JIaTy HCTEUEHHs CPOKA
rogHoctH (I"omeH o).
Ha emopuunoii ynaxoske
YKa3BIBAOT:

*  TOProBOE
HaMEeHOBaHHE
JIeKapCTBEHHOTO
npenapara;

*  MEeXIYHapOgHOE
HETIATCHTOBAHHOE
HAaUMEHOBAHHE Ha PYCCKOM
M aHTTIMHACKOM SI3BIKaX;

*  «c 6 Mec.*y;

*  «ueHcTByeT mo 24
YacoBy,;

*  AJeprudeckui
KOHBIOHKTHBUTY,

*  «Aeprudeckuii
PHHHTY;

*  «Kpanueauma**y;

e «** XpoHuueckas
HIHONIATHYECKAS
KpaITHBHHIIA
(annepruueckoe
3a0oneBaHKeE C 3YA0M
BEICHITIAHMSAMHE Ha KOXKE);
*  JIEKapCTBEHHYIO
hopmy;

*  KOHIEHTpAIHIO,

* oObem npenapata B 1
(pnaxone;

*  crmocod NMpUMEHEeHUs U
JIO3BI;

*  IIpenynpefnuTeNbHEIS
HaJITHCH:

v «[lepen
IIPUMEHEHHEM
03HAKOMBTECH C JIHCTKOM-
BKIIAJTBIIIIEMY;

4 «XpaHuTh B
HEIOCTYITHOM ISl IeTeH
MECTe,

* cocTaB Ha 1 M

*  YCIIOBHS OTIyCKa,

*  YCJIOBHA XpaHEHHST,

*  HaUMEHOBAaHHUE
JiepAKaTes
PETHCTPAHOHHOTO
YOOCTOBEPEHUSI, CTPAHY;
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000 «BT®»

Poccust, 601125 Bnagumupcekas obi., [lerymuHckuii paion, noc. Bonsrusceku#, yi. 3asogckas, crp.107
OTJEJ KOHTPQJIA KAYECTBA

Ne HauMmeHoBaHHe PesynbTaThl HCNBITAHMIHA
L Hopwmsi mo HI{ Métoii

I/ | moKa3aTels KauecTpa o1
°  HMHIMBHIyalbHBIA *  JOrOTHII AEpIKATEIs
CEpHIHBIN HOMEP TOProBoi PETUCTPalMOHHOTO
enuHUIB! («SN»); YAOCTOBEPEHHS,
* hapmaxon (mpu * HaHWMEHOBaHHE
HeoOXOAUMOCTH). MIPOM3BOAMTENS, CTPAHY;

*  IITPHX-KOZ;

*  TeMaTH4eCKHE
PHCYHKH;

*  HOMEp CepHH;

*  JaTy NpOH3BOACTBA,

*  JaTy MCTe4eHHs CpoKa
ropHoctH («['onen no»);

*  CPEICTBO
HICHTH(HKAITHH
(oTobpaskaemoe B BUIE
JBYyMEPHOT'O IITPHXOBOTO
K0ma);

s Tn00aTbHBIH
HICHTU()HKAITHOHHEIH
HOMEp TOPrOBOH EIHHHIIE]
(«GTIN®);

*  WHIWUBHIyaIbHBIHA
CEpHIHBIN HOMED TOProBOH
enHHHUIE! («SN»);

* dhapmakoq (mpu

HEOOXOIMMOCTH).

13. | Ycnosus xpaHeHHs XpaHuTe 0pH TeMIeparype He - IMTpu Temneparype He BbILIE
Bemme 25 °C B OpHUTHHANBHOH 25 °C B OpUTHHATBLHOR
ynakoBke ((pIakoH B mauke). yIaKkoBKe ((JIakoH B Hayke).

14. | Cpok rogHocTs (cpox 3rona Busyansustii, HJJ 3 roga

XpaHEHH ) TIPOH3BOJHTENS
KommenTtapuu:

*- mpoBepka nokazarenei mposemeHa 000 «McnbITATeNbHEIH IEHTD JEKADCTBEHHBIX CPENCTB «BHOTEXHOIOTHIY,

Mockosckast 06:., r.0. Jlenunckuid, . Bunnoe, yn. 8 muams, 1. 10A, munensus NeJI012-00102-77/00006737, Homep
cepruduxara GMP GMP/EAEU/RU/01673-2024
(HaHMEHOBaHHE CTOPOHHEH OpraHM3aIHH, aIPec, HOMED JTHIEH3HH, HOMED cepmcpm{a"ra GMP)

Zaxmouenne OKK: Herpun®, kannu nis npremMa BHYTPL 10 Mr/ma cepun 050426 BHIEED)KHB&GT HMCIBITAHHA I10 TIEPEYHCIIEHHEIM

MOKa3aTenaM kadecTsa cornacHo creurbpukammy HIT erpun®, kanau aua npnema BHYTpS 10 Mr/MJ] J’III-NG( 006948)-(PT"’-RU) ot
09.10.2025.

Hauamesaux OKK Q00 «BTd» “[[I"amm[a EH./
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