000 «BT®»

Pocens, 601125 Bnanumupekas o6, IleTymusckuii paiion, noc. BoabruHckuii, yn. 3asonckas, crp.107
OTJEJI KOHTPOJISI KAYECTBA

@05/COI1-103-KK/26-9

CEPTH®UKAT AHAJIM3A Ne 015/CETn/26
ot "25" ceHTa6pa 2026 r.

Hanmenosanue rotosoro npoayxra (toprosas mapka, MHH, nekapcTeenHas (bopma, nozuporka): Herpun®
(IleTHpu3uH) KaNIH A5 NpHEMA BHYTPL, 10 Mr/ma, (daakon) 20 ma X 1 (nayka kapTonnas)

Homep peructpanuontoro ynocrosepenus: JIIT-Ne(006948)-(PT-RU)
Homep cepun: 120826
Jara npomzeoactea: 19.08.2026 r.

Hata okoHuaHMs cpoka rogHocty: 19.08.2029 r.

O6bem cepun (xonuyecTBo ynakosok): 17 000 mrT. ynakosok
Haumenosanune ADC: LeTupysyina TUrHADOXIOPHI

[Ipoussonurens AOC: SUPRIYA LIFESCIENCE LTD, Uunus

[Taptus npomseoaurens ADC: SLL/CTR/0825053

OxpaiueH He Gonee HHTEHCHBHO,
YEeM PacTBOp cpaBHeHMs Bo.

I'o PO

Ne HaumMmeHoBaHHe PesyabraTel ucnbITaHUH
n/n | mokasaTens kadecTsa Hopmssma Bl Metonn
1. Onncanne [Ipo3paunsiit GecuBeTHBIH WK BusyanbHerit ITpo3spaunslii GecuBeTHBIH
CBETJI0-KOPUYHEBATLIH pacTBOp pacTeop
2. Hnentudmkarms: BpeMs ynepsuBaHus OCHOBHOTO BOXX/VOD Ha CootrercTByer
LIETUPH3HHA IMHKa Ha XpoMaTorpaMmme JUOIHOK MaTpuue
JUTHOPOXIIOPHIA HCIIBITYEMOI'0 pacTBOpa J0JHKHO (METO,Z(HKH
COOTBETCTBOBATH BPEMEHU MpoM3BOHTES),
YAEP)KUBAHUS MMHKA LIETUPH3UHA ®EADC 2.1.2.28/
IUrMAPOXIIOPUIA Ha
xpomarorusla?\me CpTaHI.[apTHOI‘O Iere
pacTBopa.
CriekTp OCHOBHOTO BElIECTRA Ha BOXX/Y® na CooteetcTBYyeT
XPpOMaTrorpaMMe UCIBITYEMOro IHOIHOM MaTpHlie
pacTBopa, CHATLIA B 061acTu o1 190 (MeToauKa
10 400 um ci nomommc: JeTeKTOpa ¢ npomsBoaMTeNs),
HEONHCR MATPHICL, JOIRER ®EADC 2.1.2.28/
COOTBETCTBOBATH CIIEK
LIeTHPU3HHA ,[[HTHI[pOXﬂOp;p;a Ha re g
XpomaTorpaMMe CTaHJapTHOTO
o0pasua.
METHJIIaparuapoK- Bpewms ynepikuBaHus OCHOBHOTO BOXX/Y® ua CooteercTByeT
cubeH30ara MTHKa Ha XpoMaTorpaMMe IMOHOM MaTpULe
HCTIBITYEMOI'O pacTBOPa JNOIHKHO (MeTonHuKa
COOTBETCTBOBATh BPEMEHH TIPOU3BOAUTENSA),
YAEpKUBaHHS NHKa ®EADC 2.1.2.28/ T®
METHIIaparuapokcrubenzoara Ha ['® PO
XpOMaTorpamMme CTaHAapTHOTO
pacTBopa.
NPOMNMINapariapoK- BpeMs ynepxkuBaHKs OCHOBHOIO BOXX/Y® na CootBetcTByeT
cubeHsoara TMKa Ha XpoMaTorpaMme JUOIHOH MaTpuLie
HCIIBITYEMOTO PACTBOPA AOJDKHO (MeTonuka
COOTBETCTBOBAThH BPEMEHHM NPOM3BOAUTETIS)
yIOEPKUBAHHA TIHKA DEADC 2.1.2.28/
MpoNuInaparuapokcubenszoara I'd Pd
Ha XpoMaTtorpaMme
CTaH/IAPTHOTO pacTBOpa.
3. ITpozpaunocTs He npeBeiinaer no ®EA3C2.1.2.1./ CooteetcTBYET
WHTEHCHBHOCTH MYTHOCTE I'd PO
CYCNEH3HH cpaBHEHHs [.
4. IiseTHOCTH Hopwma npwu BeInycke: D®EADC 2.1.2.2./ CooTeeTcTBYET
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000 «BT®D»

Poccus, 601125 Bnagamupekas o6m., [leTymmHeknit paidon, noc. Bonbrunckuii, yi1. 3asojckas, cp.107
OTJIEJI KOHTPOJISI KAYECTBA

Ne

HaunmMeHnoBanue

Pe3y/ibTaThl HCNILITAHMIA

Kareropus 3 A

I'eo Po

n/n MOKA3aTE/s KAYeCTBA MoDme i HJL MeToae!
Hopwma B TeyeHHue cpoka
rOJHOCTH (CPOKa XPaHEeHHS):
OxkpatiieH He Oojiee HHTEHCHBHO,
yeM pacTBOp cpaBHeHMs Bi.
5. |pH Or 4,0 10 6,0 ®EADC 2.1.2.3./ 53
e po
6. PoAcTBEHHbIE TIPHMECH Jlrobas equHuyHas BOXX/YOD na He oGHapyxeHo
HEUICHTH(HLIUPOBAHHAS JMOJHON MaTpULe
npumeck — He Gosee 0,5 %; (MeToMHKa
Cymma npu;%c;n — He Oonee IpOMZBOIUTEINS),
S ®EADC 2.1.2.28/
Iroro
7. Jo3a ¥ oTHOPOJIHOCTD Cymmapnas macca 10 103 He ®EADC 2.5.1.9/ BrigepxuBaeT UCIIbITAHHUE.
J103b1 JIOJDKHA OTIHYaTecs Oosiee yem I'o PO Cpennsis moza 0,987 r;
Ha 15 % OT HOMHHATBEHON Macchl 10/10 po3: or 0,962 1
10 mos. (-2,59%) mo 1,000 r
Macca HY OJHOM 10361 HE (+1,26%);
JIOJKHA OTKJIOHATHLCS 60J1ee uem Cymmapnas macca 10 nos
Ha 10 % ot cpeaHeil Macchl. 9,873 r;
OTKIIOHEHME CyMMapHOM
maccel 10 no3 ot
HOMMHANBHOH Macchl 10
103 (-8,66%).
8. O0BeM COaepIKUMOro Cpennee 3HaueHue o6nema ®EADC 2.19.17./ 20,2 mn;
YIaKOBKU conepxumoro 10 ymakoBok He o PO 10/10 ym: ot 20,0
JIOJKHO OBITH MEeHee (100,0 %) no 20,5
HOMHHAJIBHOr0, 00beM (102,5%) mn
COJEPKHUMOTO KaK0H
OT/IENBHOM YNAaKOBKU JOJKEH
6niTh He MeHee 90 % ot
HOMMHAJIBHOTO.
9. KonuuectBeHHOE HopmMa nipu BeITyCKeE: BOXX/YD na 10,0 (100,0 %)
OonpezgeeHHe: ot 9,5 mr/ma go 10,5 mr/mn JIMOJTHOM MaTpHLIE
LeTHPU3MHA (ot 95,0 % mo 105,0 % ot (MeTOMHKA
JMTUAPOXIIOpHIA 3asBJIEHHOrO KOJIMUYECTBA). [IPOM3BOAUTEIA),
Hopwma B TeueHHe cpoka ®EADC 2.1.2.28/
rOAHOCTH (CPOKA XPAHEHHA): I'eo Pd )
ot 9,0 mr/ma go 11,0 mr/mn
(01 90,0 % no 110,0 % ot
3asBJIEHHOTO KOJTHYECTBA).
0,
METHIITIaparuIpoKcH- ot 1,215 mr/mn go 1,485 mr/mn ISR
Oenzoara (o1 90,0 % 10 110,0 % ot
3aiBJIEHHOTO KOJIMMECTRA).
NpONUIIAPArkAPOKCH- ot 0,135 mr/mi go 0,165 mr/min 0,150 (100,0%)
OeHzoara (o1 90,0 % mo 110,0 % ot
3a4BJIEHHOrO KOJIMYECTRA).
10. | MukpoGuonorisieckasn ®EADC 2.3.1.2 Kareropus 3A/ DEABC 2.1.6.6./ Obee unco aspobHBIX
yucrota* I'd PO, ODC.1.2.4.0002.18 DOEADC 2.1.6.7/

MHKpPOOpPraHMu3MoB
menee 10 KOE B 1 mMn
Ob1iee uncno JPOACKEBBIX U
TIECHEBbIX rpHOOB
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000 «BTd»

Pocens, 601125 Bnagumupekas 0611, [etymmsckuii paiioH, noc. Bonbruuckuii, yn. 3asonckas, ctp.107
OTIEJI KOHTPO.IA KAYECTBA

Ne HaunmeHoBanue PesynbTaTel HeNbITaHUI
o/m | nokasaTenst KadecTea Hopme1 no HJ| MeTonasl
Menee 10 KOE B 1 mn
Orcyrcreue Escherichia coli
B 1 M
11. | OnHcaHue ynakoBKy [To 10, 15, 20, 25 1 30 M BO Buzyanbuslii, o 20 M7 BO drrakonax

(brakoHaX TEMHOro CTeKIa
TPETHETO FUAPONHTHYECKOTO
KJlacca ¢ BUHTOBBIMH
MOJTH3THIIEHOBBIMH KPBIIIKAMH
(¢ xoHTpoNeM nepeoro
BCKPBITHS, 0€3 3alUMTEl OT
BCKPBITHS JETHMH) HIIH ¢
BHHTOBBIMH KPBIIIKAMH H3
TIOJTUITHIIEHA M TTOJTUTIPOTIMIIEHA
(c xoHTpONIEM mEpBOTrO
BCKPBITHSA, C 3aLIHTOH OT
BCKPBITHS JETEMH) H
MOTTHATUIEHOBBIMH
BePTHKATIbHEIMH KaneJbHULAMH.
Ha dnakon Hakneusaror
CaMOKJIEAILYIOCS 3THKETKY.
DnakoH BMECTe ¢ HHCTPYKLIHEH
N0 MENUUHHCKOMY TIPHMEHEHHIO
(nucTKOM-BKIIAMIBIIIEM)
NOMELIAIOT B Na4Ky U3 KapToHa.

H]I npoussoauTens

TEMHOTO CTEKIIa TPETHLErO
THIPOIMTHYECKOr0 KIacea ¢
BHHTOBBIMH KPBIIIKAMH H3
TIOJIMITUIIEHA H
NONUIpOnuieHa (¢
KOHTPOJIEM NIEPBOrO
BCKDPBITHS, C 3aLIWTOM OT
BCKPBITHA AETEMH) H
NOTH3THIIEHOBBIMH
BEPTHUKAIBEHBIMH
KanensHMUaMu. Ha dnakon
HaKJIEHBAIOT
CaMOKIIESLIYIOCS STHKETKY.
®DnaKoH BMeCTE ¢
HHCTPYKUHEH 1o
MEIHLIHHCKOMY
MPUMEHEHHIO (JIMCTKOM-
BKJIaJBIIIEM) MOMEIIAIOT B
nayvky M3 KapToHa.

12. | Mapxkuposka

Cw. paspen 1.3.2 momgyns 1.

CootBercTByer

13. | Vcnoeus xpanenus

XpauuTe TpH TemmepaType He
Boie 25 °C B OpHMIrHHanbHO
ynakogke (hIakoH B nauke).

Ilpu Temnepartype He BbiLIe
235 °C B OpHrHHANBHOMH
ynakoBke ((hrakoH B
nayke).

14. | Cpoxk rogroctn
(cpox xpanenus)

3 rona

3 roga

KommenTtapuu:

*- npoBepka mnokasateneii mpopenena OO0 «HcnelTarenpHplH

HEHTP JIEKAPCTBEHHBLIX CPENCTB ((EHOTGX.HOJTOI‘HH»,

MockoBckas 061., r.0. JIeHHHCKHI, T. Bunnoe., yn. 8 nunus, m.

10A, nunenzus NoJI1012-00102-77/00006737. Homep

ceprudukara GMP GMP/EAEU/RU/01673-2024

(HaMMeHOBaHKE CTOPOHHEH OpraHu3aImy, aJipec, HOMep JIMLEH3UH, HoMep cepTH(Hkata GMP)

Saxmouenre OKK: Ilerpun®., kanam Ansi_npaemMa BHYTPL 10 mr/ma cepuu 120826 BhuIepsKHBaCT WUCIIBITAHHUS MO

[NEPEUYHCAEHHBIM TOKA3aTEIM KaueCcTRA COTIACHO CHenM

JI[1-Ne(006948)-(PT"-RU)-091025.

Hauaneauk OKK Q00 «BTdy

duxarpy HIT Metpun®, kanau aas npuema BHYTPb 10 Mr/ma

"RCiAR 052
> LSS
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