000 «BTD»

Poceus, 601125 Bnanumupckas o6x., TeTymHHCK I paiioH, noc. Boasruxckuii, yi. 3asonckas, c1p.107
OTAEJ KOHTPOJIA KAYECTBA

®05/COI1-103-KK/26-9

CEPTU®PHKAT AHAJIM3A Ne 016/CETn/26
ot "25" centabps 2026 r.

Haumenosanue rotosoro npoaykTa (Toprosas Mapka, MHH, nexkapcreenHas ¢opma, nosuposka): Hlerpun®
(IleTupu3MH) KaNAH IS NPHEMA BHYTPL, 10 mr/mu, (daaxon) 20 ma X 1 (nauka kapToHHasA)

Homep peructpauuonroro yaoctoseperus: JII-Ne(006948)-(PT-RU)
Homep cepun: 130826
Jata npoussoactea: 20.08.2026 r.

Jara okoHuanus cpoka rogHoctd: 20.08.2029 r.

Ob6beM cepun (konuuecTBO yMakoBok): 17 050 1T, ynakoBok
Hawnmenosanve ADC: LleTupusuHa IUTHAPOXIOPHI

Ipoussoaurens A®C: SUPRIYA LIFESCIENCE LTD, Wuaus

Iaptus npoussoautens A®C: SLL/CTR/0825053

Ne HaumeHoBanue Pe3yabTaThl HCNBITAHHH
n/m | mnoxasaTens KayecTBa Hopmetio BiL MeTozsi
L. Omnucanue TIpo3spaunerii GeclBETHBIH HITH Busyanbasiii IIpozpayHbiii GecLBeTHBIH
CBBTJIO-KO]JH':IHE:B&TBII‘;I pacTBop pacTBop
2. Wnentuduxanms: Bpewms yiepKnMBaHHA OCHOBHOTO BOXX/V® Ha CooTreTcTBYET
LETHPU3HHA [THKa Ha XpoMaTorpamMme JIHOJHOHM MaTpHLe
IHTHApOXIopHaa HCIILITYEMOTO pacTeOpa MOIKHO (MBTOL{HK&
COOTBETCTBOBATH BPEMECHH Hp0H3BOIlPITe.HH),
VIEPXKHBAHIA THKa HeTUPH3IHHA ®EADC 2.1.2.28/
IUTHAPOXIOpUIa Ha DD
XPOMAaTorpaMMe CTaHAaPTHOTO
pacTBOpa.
CrieKTp OCHOBHOTO BellleCTBA Ha BOXX/Y®D Ha CootBeTcTRyET
XpoMaTorpamMMe MCIbITYEMOIro JOUOOHON MaTpHIIE
pacTeopa, CHATHIN B o6mactu ot 190 (MeToxHKa
10 400 HM ¢ TIOMOIIBIO ASTEKTOPa C nponsBoaMTeNs),
JUOIHOR MaTpuLeH, nomKeH ®EADC 2.1.2.28/
COOTBETCTBOBATE CIEK
LeTHPH3HHA unrmpoxnopﬁlya Ha IoTe
XpoMaTorpamMMe CTaHIapTHOTO
obpasLa.
MeTUJIIaparuapoK- Bpems ynepxuBaHus OCHOBHOTO BOXX/Y® Ha CootBeTcTBYET
cubeHzoara MIKMKa Ha XpOMaTorpaMme JHAOJHOH MaTpHLe
HCITBITYEMOTIO PacTBOpa JOIKHO (meTonuka
COOTBETCTBOBATH BPEMEHH TIPOM3BOIUTENA),
VIEPKUBAHMSA THKA OEADC2.1.2.28/Td
MeTHIIaparuapokcudeHz0aTa Ha I'd po
XpoMaTorpaMMe CTaHIapTHOTO
pacTeopa.
[IPOIUIINAparupoK- Bpems ynepxuBaHHsS OCHOBHOTO BOXX/YOD na CootBeTcTBYyeT
crbeHzoara [HKa Ha XpoMaTorpaMmMe JUOOHOM MaTpHLie
HCIIBITYEMOI'O PacTBOPa AOKHO (meToguka
COOTBETCTBOBATH BPEMEHH TIPOU3BOJUTENS)
YIepKUBaHHS NTHKA OEADC 2.1.2.28/
IIPONMIINaparuapokcHdeHsoarta I'® PO
Ha XpomarorpaMme
CTaHAAapPTHOIO PacTBOpa.
3; ITpo3pauHocTh He npeeblimaet mo OEADC2.1.2.1./ CootsetcTByeT
HHTEHCHBHOCTH MYTHOCTB I'd PO
CyCneH3HuH cpaBHeHu .
4, LIBeTHOCTH HopmMa npu Beimycke: GEABC2.1.22./ CootBeTcTBYET

OxpaieH He 6o/ee HHTEHCHUBHO,
YeM pacTBOp cpaBHeHHUs Bo.

I'eo po
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000 «BTD»

Poccus, 601125 Bnagumupcxas o6n., [erywmnckuii paiion, noc. Bonsruxckwuid, yn. 3asoackas, ctp. 107
OTJAEJ KOHTPOJIA KAYECTBA

No HaumenoBauue PB3yJ‘IbTaTbl HCNbLITAHUH
n/m | mnokasaTens KayecTsa Hapsierao L Metoani
Hopwma B Teuenue cpoka
TOJIHOCTH (CpOKa XpaHeHHs):
OxpameH He 6onee HHTEHCHBHO,
4eM pacTBOp cpaBHeHus B,
5. pH Ot 4,0 1o 6,0 DOEADC2.1.2.3./ 5,3
['® PO
6. Popcreennsie npuMecu Jrobas equHIIHASA BOXX/Y® Ha He obHnapyxeno
HEHJEHTH(DUIIMPOBAHHAS JIHOJIHOM MATpPULE
npumech — He bojtee 0,5 %, (MeTonmKa
Cymma npumeceid — He Honee
2.0 %. NPOUBOANTENS),
®EADC 2.1.2.28/
o ro
7. Jo3a 1 omHOpPOAHOCTE CymmapHnas macca 10 103 He ®EABC 2.5.1.9/ BrliepAuBacT HCIbITaHHE.
J103Bl JO/DKHA OT/IMuaThes Honee ueM I'd PO Cpennsisa no3a 0,986 r;
Ha 15 % OoT HOMUHAJIBHOM Macchl 10/10 mo3: o1 0,975 1
10 nos. (-1,15%) no 0,995 r
Macca HH OJTHO# J103b1 He (+0,95%);
JIOJDKHA OTIJIOHATBCS Gonee ueM Cymmaphas mMacca 10 go3
Ha 10 % ot cpenHeit macchl. 9,8593 r;
OTknoHeHHe CyMMapHOH
maccel 10 go3 ot
HOMMHAJIbHOM Macchl 10
103 (-8,80%).
8. O6beM conepykUMoro Cpennee 3HaueHue oObeMa GOEADC 2.1.9.17./ 20,2 mut;
YIMAaKOBKH coaepskumoro 10 ynakoBok He I'e PO 10/10 ym: ot 20,0
JOJKHO OBITH MEHee (100,0 %) no 20,5
HOMMHAJIBHOr0, 00BeM (102,5%) mn
COJIEPIKMMOr0 KaXkA0#
OTZAENIBHOH YMaKOBKHU A0/DKEH
ObITH He Menee 90 % ot
HOMHHAJIEHOTO.
9. KonuuecreenHoe Hopwma npu eeinycke: BOXX/Y® Ha 10,0 (100,0 %)
onpeaeseHue: oT 9,5 mMr/mn go 10,5 mr/mn JHMOJHOH MaTpHLE
LETHPH3HHA (ot 95,0 % no 105,0 % ot (MeToaHKA
AMTHAPOXIOPUIA 3asBEHHOTO KOJTHYECTRA). [POU3BOAMTEIIA),
Hopwma B Teuenue cpoka ®EADC 2.1.2.28/
[OJHOCTH (CpoKa XpaHeHus): I'o PO )
ot 9,0 mr/mit go 11,0 mr/Mn
(ot 90,0 % no 110,0 % ot
3aSBJICHHOTO KOJHYECTRA).
0,
MeTHIIIAparuApOKCH- ot 1,215 mr/ma 1o 1,485 mr/mn R
OeHzoaTa (o1 90,0 % no 110,0 % ot
3a8BICHHOIO KOJIMYECTRA).
nponunnaparuapokcu- | ot 0,135 mr/mn 1o 0,165 mr/mn 0,149 (99,3%)
OeHzoara (ot 90,0 % no 110,0 % ot
3a4BJIEHHOIO KOJIMYECTBA).
10. | Muxkpobuonoruueckas ®EA3C 2.3.1.2 Karteropus 3A/ DEADC2.1.6.6./ Obmee uucio a3poOHBIX
gucToTa* I'd PO, ODC.1.2.4.0002.18 DEADC 2.1.6.7/

Kateropus 3 A

I'e PO

MHMKPOOPraHM3MOB
meHee 10 KOE B 1 mn
Obmiee uMCO APOAOKEBBIX U
ILJIECHEBBIX IPHOOB
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000 «BT®D»

Pocens, 601125 Bragumupckas 061, TTeTyuMHCKM# patioH, noc. Boneruuckmit, yi1. 3asozckas, crp.107

OTJEJI KOHTPOJISI KAYECTBA
Ne HaumenoBanue Hopyaiio B PesynbTaTh! HCNBITAHKH
n/u MoKa3aTe/s KAa4ecTBa MeToae!
menee 10 KOE B 1 mn
Orcytersue Escherichia coli
B 1 mn
11. | Omucanue ynakopku IIo 10, 15, 20, 25 u 30 M Bo BusyanbHblii, Mo 20 mn Bo dnakonax
(hraKoHax TEMHOro cTekna HJT npomssonurens TEMHOT'O CTEKJIa TPETHEro
TPETRETO FUAPOIIUTHUECKOTO THAPOJIMTHYECKOTO KJIacca ¢
KJlacca ¢ BUHTOBBIMH BHUHTOBBIMH KPBIIIKAMH H3
NOJTH3THJIEHOBBIMH KPBILLIKAMH TONH3TUIICHA H
(¢ KOHTpONeM nepeoro NoJIMNponHieHa (¢
BCKPBITHsI, €3 2aIUThl OT KOHTPOIIEM NTEPBOro
BCKPBITHS AETEMH) HIIH C BCKPBITHA, C 3aLIUTOM OT
BHHTOBBIMH KPBIIIKAMH U3 BCKPBITHS IE€TbMH) H
NIONTU3THUIIEHA U TIONMIIPOTMIEHA TOJIUATHIIEHOBBIMHU
(c koHTpONIEM MepBoro BEPTHKATbHBIMH
BCKPBITHA, C 3aLUMTOM OT KamensHHIaMu. Ha dnakon
BCKDBITHA I€TBMH) H HaKJIEHBaKOT
MOJTU3THIEHOBBIMH CaMOKJIESIIIYFOCS STHKETKY.
BEPTHKAILHBIMH KalleJbHULIAMHU. (DaKkoH BMeCTe ¢
Ha ¢nakon HaknensatoT HHCTPYKLHEH 1o
CaMOKJIESLIYOCH 3THKETKY. METHLMHCKOMY
@naKoH BMeCTe ¢ MHCTPYKLMEH IPUMEHEHHIO (JTMCTKOM-
N0 MEAMLUHUHCKOMY NMPUMEHEHHIO BKJIaIBIUEM ) TIOMELIAIOT B
(JTMCTKOM-BKITA bILIEM) [aYKy U3 KapTOHA.
TIOMELIAIOT B MAYKY W3 KAPTOHA.
12. | Mapkupoeka Cwm. paspen 1.3.2 momyns 1. = CooteercTByeT
13. | Vcnous xpanenus XpaHuTe TpH Temmeparype He - IIpu Temneparype He BbiLIe
Boiie 25 °C B OpuUrMHANBHOM 25 °C B OpHIHHANLHOIA
ynaxkoeke (¢akoH B nauxe). ynakoBke ((J1akoH B
navke).
14. | Cpok rognoctn 3 roma - 3 rona
(cpox xXpaHeHus)

KommeHTapuu:
*- HpoBepka mokasateneil nposeseHa OO0 «MchprraTesHbiil LUEHTD JICKAPCTBEHHBIX CPENCTE «BHOTEXHOMOIHsY,

MockoBckast 061., r.0. JIeHHHCKHI, T. Bunnoe, yi. 8 nunaus, 1. 10A. nuueHzus NeJ1012-00102-77/00006737. HOMep

ceprudukara GMP GMP/EAEU/RU/01673-2024
(HanMeHOBaHHe CTOPOHHEH OpraHM3aLMH, aapec, HOMep THUEH3HH, HoMep cepTH(ukata GMP)

Saxmouenne OKK: Ierpun®, xanau Aas npuema BHYTPL 10 mr/mu ceprn 130826 BbiuepikHBAeT HCHBITAHMS (o)
[ICPEHHCICHHBIM MOKA3aTe/IIM Ka4eCcTBa COracHo crnenubukarmu HJI Merpun®, kanau ans nprema BHYTDPL 10 mr/ma
JITI-Ne(006948)-(PT-RU)-091025.

Hauaneauk OKK OO0 «BTO» =S /Mamuna E.H./
, %
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