000 «BT®D»

Pocons, 601125 Bnagumupckas 06, IleTymunnckuii paiton, noc. Bonsruxckuii, yi. 3asozckas, crp.107
OTIEJ KOHTPOJIA KAYECTBA

®05/COII-103-KK/26-9

CEPTUO®HKAT AHAJIHM3A Ne 014/CETn/26
ot "25" centabps 2026 r.

Haumenosanue rorosoro npoaykra (Toprobas Mapka, MHH, nexapcreennas gpopma, nosuposka): lerpun®
(LeTupu3nn) KaNIH /I8 HPHEMA BHYTPb, 10 Mr/mi, (haaxon) 20 ma X 1 (nauka kapronras)

Homep perucrpaumonnoro ynoctosepenus: JIIT-Ne(006948)-(PT-RU)
Homep cepuu: 110826
Hata npouszponctea: 18.08.2026 r.

Jlata oxoHuaHus cpoka roguocTu: 18.08.2029 r.

O6bem cepuu (KOMUYECTBO YakoBok): 17 000 1T, ynakoBok
HaumeHnoranmne ADC: LleTHpH3nHa TUTHAPOXIOPUI

Ipouseonurens AD®C: SUPRIYA LIFESCIENCE LTD. Uumus

[aptus npoussogutens A®C: SLL/CTR/0825053

Ne HaumMeHoBaHHE PesyasTaThl HCBITAHMIA
n/m | ToKazaTessi KAYeCTBa Hopwet o HAL MeToabi
1. Onucanue IIpo3pauHelii 6ecLBETHEIA MK BusyansHerii IIpozpauneklii GecuBeTHEIH
CBETJIO-KOPHIHEBATHII PACTBOP pacTeop
2. Wnentudukaims: Bpewms ynepxHBaHHsS 0CHOBHOTO BOXX/V® na CootsetcTByeT
LIeTHPH3HHA NMKa Ha XpOMaTorpamMme JMOIHOM MaTpHIIe
IMTHIPOXIIOPHLA HCTIBITYEMOT0 PACTBOPA JAOJIKHO (MeToaHMKa
COOTBETCTBOBATH BPEMEHH npousBoaMTeNs),
yIePKUBAHHA [HKA UETHPU3HHA ®EADC 2.1.2.28/
OJUTHApOXIIopHIa Ha
XpOMB.TOl"paP:MMe cgaunapmoro Irere
pacTeopa.
CnekTp 0CHOBHOTO BEILECTRBA HA B3XX/Y® na CooteeTcTBYET
XpOMaTtorpamMMe HCIBITYEMOTO JIMOJTHOM MaTpHLie
pacTBopa, CHATHIN B 00macTH 0T 190 (MeTomuka
10 400 HM ¢ HDMOH.IBI?’ IETEKTOpa C TPOU3BOMTENS),
JHOJHOM MaTpHLEH, TOMHKEH ®EADC 2.1.2.28/
COOTBETCTBOBATE CIIEKTPY D
LHETUPU3HHA IHUTrHOPOXJIOpHAAa Ha
XpOMaTOrpamMMe CTaHAapTHOTO
obpazia.
METHJINaparupoK- Bpems ynep:xuBaHus OCHOBHOTO B2XX/V® na CootsercrByer
cubeHzoara MIHKa Ha XPpOMaTOrpaMMe JMOIHOM MaTpHLe
HCTIBITYEMOI'0 PacTBOpa TOMKHO (MeTommka
COOTBETCTBOBATH BPEMEHH IIPOM3BOAUTENA),
YASPKHBAHUS [THKA OEA3C 2.1.2.28/ T®
MeTHIInaparuapokcubeHsoara Ha I'o po
XpoMaTorpaMMe CTaHIAPTHOTO
pacTBopa.
NponuInaparuapoK- Bpems yaepKHBaHHUS OCHOBHOIO BOXKX/Y® na CooteeTcTBYET
cubeHsoara IIMKa Ha XpoMaTorpamme IMOJHOH MaTpHLe
HCIIBITYEMOTO PAacCTBOPA AOJDKHO (mMeTonuka
COOTBETCTBOBATE BPEMEHH TIPOH3BOAMUTENS)
YIEPKUBaHUA NHKA DEASC 2.1.2.28/
MPOIKINaparuapokcHOeH30aTa I'® PO
Ha XpoMaTorpaMmme
CTaHJApTHOTO PacTBOpPA.
3. ITpo3paunocTs He npeerimaer no OEADC 2.1.2.1./ CootBeTcTBYET
HHTEHCHBHOCTH MYTHOCTh I'o po
CYCIIEH3HUH cpaBHeHusA 1.
4. LiseTHOCTE Hopwma mipu BeImycke: OEADC 2.1.2.2./ CootBercTByeT

Oxpatuen He 60/lee MHTEHCHBHO,
YEM pacTBOp CpaBHeHUs Bo.

I'o PO
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Poceus, 601125 Bnaaumupcekan o6, IetymuHeknii paioH, noc, BoneruHekuii, yn. 3asopcias, c1p.107
OTJAEJ KOHTPOJIA KAYECTBA

PesyapTaThl HCNbITAHKA

yucroTa*

I'® PO, OPC.1.2.4.0002.18
Kareropus 3 A

®EADC 2.1.6.7/
e po

No HaumeHoBaHHe Hopmb1 o HJI
o/m | TNOKAa3aTe/s KavyecTBa MeToabl
HopwMa B Teuenue cpoka
COIHOCTH (CPOKA XpaHeHws ):
OxpaineH He 6oNee HHTEHCHBHO,
4yeM pacTBOp cpaBHeHus Bs.
5. pH Ot 4,0 10 6,0 DEADC 2.1.2.3./ 5.3
['® P®
6. PoJcTBeHHBIE IPHMECH Jhobas equanuHag BOXX/Y® Ha He obnapy:xeHo
HEHHGHTHCDHHHPOBHHHM OHOQHOMN MaTpHLe
npumMeck — He Oonee 0,5 %; (MeTOnHKa
Cymma npumeceii — He Gonee
20%. IIPOM3BOJIUTE),
’ G®EADC 2.1.2.28/
Ioro
7. Jo3a u 0HOPOAHOCTE Cymmapuas macca 10 no3 ne ®EADC 2.5.1.9/ Beipep:uBaeT HCIIBITAHUE.
J03L1 JOJIKHA OTIIM4aThed Oosee uem I'd PO Cpennss nosa 0,992 r;
Ha 15 % oT HOMHHANLHOH Macchl 10/10 po3: or 0,980 r
10 nos. (-1,17%) no 1,004 r
Macca HH OJJHOM /103BI He (+1,19%);
JOJDKHA OTKJIOHATECS Goiee yeM Cymmapras macca 10 qo3
Ha 10 % ot cpenHeit Macchl. 9,918 r;
OriioHeHUe cyMMapHOi
maccsl 10 1o3 ot
HOMHMHa/IBHOH Macchl 10
o3 (-8,25%).
8. O0BeM CoIePsKUMOTO Cpennee 3Hauenue o0neMa ®EADC 2.1.9.17./ 20,1 mu;
YIIAKOBKH conepxumoro 10 yrnakoBok He I'd Po 10/10 yn: ot 20,0
JLOJDKHO ObITh MEHee (100,0 %) no 20,5
HOMHHAJIBHOT0, 00beM (102,5%) mn
COACPIKUMOro KasKaoH
OTAENBbHOM YIIAaKOBKH J0JIKeH
GuiTh He Menee 90 % ot
HOMMHAJIEHOTO.
9. Konn4yecTBeHHOS Hopma npu Beimycke: BOXX/VD Ha 10,0 (100,0 %)
onpeeaeHHe: ot 9,5 Mr/mn o 10,5 mr/mn IHUOTHOH MaTpHLIE
LUETHPU3MHA (01 95,0 % no 105,0 % ot (MeToauka
JHTHIPOXJIOpHIA 3asIBJIEHHOTO KOJTHYECTRA). TIPOH3BOJIUTEJIS ),
Hopma B Teuenue cpoka GEADC 2.1.2.28/
FOAHOCTH (CPOKA XPAHEHH): ['® PO .
ot 9,0 mr/mit fi0 11,0 mr/min
(ot 90,0 % no 110,0 % ot
3asBJICHHOrO KOJHUYECTBA).
0
METHITTIAPArHAPOKCH- or 1,215 mr/mn mo 1,485 mr/mn 1,331 (26,6 %)
OGenzoara (ot 90,0 % no 110,0 % ot
3asABJICHHOI'O KOJIMYECTBA).
nponunnaparuapokcu- | 0ot 0,135 mr/mn no 0,165 mr/mn 0,149 (99,3%)
OeHzoara (ot 90,0 % 10 110,0 % ot
3a5BJIEHHOTO KOJIMYECTRA).
10. | Muxpo6uonoruyeckasn DEADC 2.3.1.2 Kareropus 3A/ DEADC2.1.6.6./ O61ee yncio aspodHBIX

MHKPOOPTaHW3MOB
meree 10 KOE B 1 mn
OB1ee 4MCi0 APOIKIKEBBIX H
IUIECHEBBIX TPHOOB
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OTJEJ KOHTPOJI5I KAYECTBA
Ne HaumenoBanue PesyabTaThl HenbITaHHi
/i NOKA3aTe/Is KAYecTBa Hopmm: no HIY MeToabt
MmeHee 10 KOE 5 1 mn
Orcytcreue Escherichia coli
B 1 M
11. | OmmcaHKe ynakoBKH ITo 10, 15, 20, 25 u 30 M BO BusyansHeli, ITo 20 mMn BO ¢iakoHax

(bnakonax TeMHOro cTekia
TPETLETO FHAPOTHTHYECKOTO
KJlacca ¢ BHHTOBBIMH
MOMUITHIEHOBBIMH KPBIIIKAMU
(c xoHTpONIEM nepBoro
BCKPBITHA, 0€3 3alKTEl OT
BCKPBITHSA JETEMH) HITH C
BHHTOBBIMH KPBIIIKAMH H3
NIOJIMSTHIIEHA W MOTHTIPOIIHIEHA
(c xoHTpONEeM nepeoro
BCKPBITHS, C 3aIUTOH OT
BCKDBITHS AE€THMH) U
TIOTH3 TUIIEHOBBIMH
BEPTHUKATBHBIMU KaNensEHULIAMH.
Ha dnakon Hakneuparor
CaMOKJIEAIYIOCI STUKETKY.
DnakoH BMECTe ¢ HHCTPYKLIUelt
O MEJMUMHCKOMY NIPHMEHEHHIO
(MMCcTKOM-BRUIABIIEM)
NOMEIIAIOT B NAUKy M3 KAPTOHA.

HJI npoussomrens TEMHOT'0 CTEKJIA TPETHETO
THAPOJTMTHYECKOTO KIlacca ¢
BHHTOBBIMH KPBIIIKAMH H3
TMIOJIM3TUIIEHA U
NIOJTHIIPONMIIEHA (C
KOHTPOJIEM MEPBOro
BCKPBITHS, C 3aLIHTOM OT
BCKDBITHA AE€THMH) H
MOTH3THIIEHOBBIMHU
BEPTHKAITBLHBIMH
KanensHuUaMu. Ha dnakon
HaKJIEHBAIOT
CAMOKIEAILYIOCA 3THKETKY.
DnakoH BMecTe ¢
HWHCTPYKLHMEH 1o
MEIHLIHHCKOMY
MIPHMEHEHHUIO (JIUCTKOM-
BKJIaJBIIIEM) [TOMELLAIOT B
NayKy U3 KapToHa.

12. | Mapkuporka

Cwm. paznen 1.3.2 mogyns 1.

- CooreerctByer

13. | Venosus xpanenus

XpaHuTh NpH TeMIepaType He
Beite 25 °C B OpHUrHHANbHOl
ynakoBke ((rakoH B nauke).

- I1pu Temnepatype He BBILIE
25 °C B OpUrHHAJILHOMH
ynakoske (hraakoH B
MayKe).

14. | Cpok rogHocTH
(cpok xpaneHus)

3 rona

- 3 ronma

KommenTapuu:

*_ mpoBepka mokazarenieii nposemena Q00 «HcnblTaTeNbHBIM LIEHTP JIEKADCTBEHHBIX CDENCTB «bHOTEXHOMOr MY
Mockoeckas 06u., r.0. Jlenusckwii, r. Bugnoe. yia. 8 nunug, n. 10A, munensus NoJI012-00102-77/00006737, HOMED

cepruduxara GMP GMP/EAEU/RU/01673-2024

(HanmeHOBaHKe CTOPOHHE! OpraHu3aLHy, ajipec, HOMEp JIMLIEH3HH, HoMep cepTudrkata GMP)

Saxmouenne OKK: erpun®, kanau s npueMa BHYTPL 10 mr/ma
H/I Herpun®, kanau pas npuema BHYTPL 10 mr/mna

cepur 110826 BuIIEPKUBAET UCILITAHMA 1O

NEPEUMC/IEHHBIM [10KA3aTe/IIM KauecTBa COrNAcHO crembuKaLHm
JIT1-Ne(006948)-(PT-RU)-091025.

Hauansuuk OKK Q00 «BTdy

/Hammna E.H./
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