000 «BT®»

Poccns, 601125 Branumupckas o6, [letymuHckuil paioH, noc, BonsruHekuii, yi. 3asoackas, crp.107
OTIEJ KOHTPOJISI KAYECTBA

CEPTUDHKAT AHAJTHA3A Ne 001/CETn/26
ot "30" aHBapa 2026 r.

HaumenoBaHue roTOBOrO MpoAykTa (Toprosas Mapka, MHH, nexapcteenHas popma, 03UPOBKA): Ilerpun®
(IleTnpu3HH) KANIHK 1J18 PAEMA BHYTPb, 10 Mr/mu, (paakon) 20 ma X 1 (nayka KapTOHHAS)

®05/COIT-103-KK/25-8

Homep perucrpauronsoro ynocropeperus: JII1-Ne(006948)-(PT-RU)

Howmep cepun: 011225

Hara npouseoncrea: 17.12.2025 1.

JlaTta oxoHvaHmsa cpoka rogHocTH: 17.12.2028 .

O6reM cepuH (KonMyecTBo ynakoBok): 16 900 mT. ymakoBoK
Haumenoranne ADC: LletupuzrHa JTUTHIPOXTIOPH]

IMpoussomurens ADC: SUPRIYA LIFESCIENCE LTD, Muaus

IMaptus npoussoaurens A®C: SLL/CTR/0825053

o
3‘;[ “mgg:::;oz:::::ma Hopmsl no H]| MeToiit PesynbTaThl HCNIBITAHUH
1. Omucanue INpo3paunslii GecHBETHBIN HIH BusyansHbli ITpo3paunslii OeclBETHBIN
GBGTHO—KOPH‘%HEB&TBII‘"! pacTtBOp pacTBop
2, Hnentrdukauus: Bpems ynep:KHBaHAS OCHOBHOTO B3OXX/Y® ma CoOTBETCTBYET
HEeTHPU3HHA IMHKa Ha XpoMaTorpaMmmMe JTHO )IHOﬁ MaTpHLe
JUTHIPOXTIOPHIA MCTIBITYEMOTO PacTBOpa AOJIKHO (MeTomHMKa
COOTBETCTBOBATH BPEMEHH NPOM3BOIHTENA),
NACPTRBAET L DRED e L FPRaMER OEADC 2.1.2.28/
IHUTHAPOXIIOPHIA Ha
xpomarorpziaime cI"JraHnapTHoro rere
pacTBopa.
CHeKTp OCHOBHOI'O BEILECTBA Ha BOXX/YOD na CootBeTrcTBYET
XpoMaTorpaMMe MCIBITYEMOIO OUOOHOH MaTpHlie
pacTBopa, CHATHLIA B 00JI1acTH OT (MeTozHKa
190 mo 400 M ¢ TOMOIIBIO NMPOM3BOIMTENLS),
JeTeKTOpa C AMOMHOH MaTpuIIeii, OEARC 2.12.28/
IOIDKEH COOTBETCTBOBATh CIIEKTPY [®Td
[eTHPH3HHA THTHAPOXIOPHIA Ha
XpOMATOrpaMMe CTaHIAPTHOTO
obpa3sra.
MeTH/IIaparuapoK- Bpems ynepsxuBaHus BOXX/YO Ha CooTBeTCTBYET
cubeHsoata OCHOBHOTI'O TTHKa Ha JUOJHOH MaTpure
XpOMaTorpaMMe MCIIBITYEMOTO (meTomuka
pacTBopa JOJKHO [IPOM3BOIMTENS),
COOTBETCTBOBATH BPEMEHH ®EADC 2.1.2.28/
yAepKHBaHHS [TUKA roro
METHJITaparuAPOKCHOeH30aTa
Ha XpoMaTorpamMme
CTaHIapTHOr0 pacTBopa.
TIPOTIHITIAParHaIPOK- Bpemsa yaep:xupanns BOXX/Y® Ha CooTBeTCTRYET
cubeHzoara OCHOBHOTO IHKa Ha IUONHOH MaTpHILE
XpOMAaTOrpaMMe HCIIBITYEMOro (MeTomuKa
pacTBopa IOJIKHO IIPOU3BOIUTEIIS)
COOTBETCTBOBATE BpEMEHH OEADC 2.1.2.28/
YAEp>KUBAHHUS MHKA I'o po
TIPOIMIIINIaparupokcuben3oara
Ha XpoMaTorpamMme
CTaH[apTHOr0 PacTBOpa.
3. | IlpospayHocTh He npegsimaer mo DEADC 2.1.2.14 CooTBeTcTByET
MHTEHCUBHOCTH MYTHOCTh o po
CYCIICH3MH cpaBHeHH: [

Crpanmma 1 u3 5



000 «BTD»

Poceus, 601125 Brnaaumupekas o6, TleTymunckuii paiton, noc, Bonsrumckmii, yin. 3asojcka, c1p.107
OTAEJI KOHTPOJISI KAYECTBA

3asBJICHHOTO KOJIHYECTRA),

jff, nmgi:—:;;l;o::::::ma Hopmsl no HA MeToas! PesynbTaThl HCObITAHMI
4, I[BeTHOCTE Hopma nipu Belnrycke: OEADBC2.1.22./ CootBetcrByer
Oxpaien He Gonee I'd PO
MHTEHCHBHO, YEM PacTBOp
cpaBHeHHs Bo,
Hopwma B TeueHne cpoka
TOJIHOCTH (CPOKA XpaHEeHMUs):
Oxpaiuen He 6onee
UHTEHCHBHO, Y€M PacTBOp
cpaBHenus B;.
5. |'pH Ot 4,0 no 6,0 DOEADC2.1.23./ 5,3
I'® PO

6. Poncreennsie npuMect JIrobasa equHUYHAg BOXX/V® na He o6napyxeno

. HeHﬂEHTH(bHHHpOBaHHaH JHOOHOH MaTpHLe
npumMecs — He Gonee 0,5 %; (MeTommKa
Cymma npumeceii — ne Gonee
2.0 %. IIPOH3BOAMTEIN),
’ OEADC 2.1.2.28/
, roro
7. Hoza u Cymmapnas macca 10 103 He ®EADC 2.5.1.9/ BrinepikuBaeT ucnsiTanue.
OIHOPOJHOCTH 1036l | AOJDKHA OTJIHYAThCS Goliee uem I'd PO Cpennsist nosa 1,028 1;
Ha 15 % oT HoMuHATEHOI 10/10 po3: o7 0,951 r
maccel 10 1o3. (-7,43%) mo 1,095r
Macca HU 0/1HOH 70351 He (+6,53%);
JIOJDKHA OTKIIOHATECA Ooee yem CymmapHnas macca 10 gos
Ha 10 % oT cpenHeit MacchL 10,278 r;
OrxioHeHHe cymmapHoi
Maccel 10 o3 ot
HOMHHaNIBHOH Maccer 10
103 (-4,92%).

8. Ob6bem Cpennee sHaueHue o6bema ®EADC 2.1.9.17./ 20,0 mm;
COIEPIKUMOr0 copepxumoro 10 ymakosok He I'd PO 10/10 y:
YHaKOBKH JOJIKHO OBITh MEHEE or 20,0 (100,0 %) ma mo

HOMHHANBHOI'0, 00BEM 20,1 mn
COZIEPYKUMOTr0 KKI0H (100,5 %)
OTHENLHOH YIAKOBKH JOJKEH
6bITH He Menee 90 % ot
HOMMHAJIBHOIO,
9. |- KonuuecTBenHoe Hopwma nipu Beinycke: BOXX/VD na 9,9
| onpenenenue: ot 9,5 mr/mn mo 10,5 mr/mn JHOIHOM MaTpuIle 99,0 %
LIETHPU3HHA (o1 95,0 % mo 105,0 % ot (meToauka
JAUTCHIAPOXJIOpHAA 3aBJICHHOTO KOJIMYECTBA). NPOU3BOUTEIIS),
' Hopwma B Teyenne cpoka OEA3C 2.1.2.28/
TOIHOCTH (CPOKA XpaHEHHS): I'd PO
or 9,0 mr/ma go 11,0 mr/mn i
(ot 90,0 % no 110,0 % oT
3asBJICHHOTO KOJIMYECTRA).
MeTuianaparuapoken | OT 1,215 mr/miut o 1,485 mr/mn 1,320
-OeHzoara (01 90,0 % no 110,0 % ot 97.8 %
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000 «BT®»
Poccust, 601125 Bnanumupckas 0671, [TeTymnHekuit pation, noc. BonsruHckui, yr. 3aBonckas, c1p.107
OTJEJ KOHTPOJISA KAYECTBA

Ne HaumeHoBaHHe N
whit | o wirasses Hopwmsbr mo HIT Meronsi Pe3y/1bTaThl HCOBITAHKIA
nponwinaparuapoxke | ot 0,135 mr/Mn 1o 0,165 mr/mit 0,149
n-OeH3oata (o1 90,0 % mo 110,0 % ot 99.3 %
3asBJIEHHOI0 KOJIHYECTBA).
10. | MuxpoGuonorigeckas ®EADC 2.3.1.2 Kateropms 3A/ DEABC 2.1.6.6./ Obmee uucno aspodHBIX
guCTOTa* I'd PCD, 0®C.1.2.4.0002.18 DEABC2.1.6.7/ TD PO Mm{poopra}m:’,MOB
Kareropus 3 A menee 10 KOE B 1 m
Ob1mee 9HCIO IPOAOKEBBIX U
IUIECHEBBIX IPHOOB
meree 10 KOE & [ mn
Orcytcreue Escherichia
coliB 1 mn
11. | Onucanue ynakoBKH ITo 10, 15, 20,25 1 30 mu BO BrsyamsHeii, ITo 20 mn Bo durakoHax
(1akoHax TEMHOTO CTeKIa HJI npoussomaress TEMHOTO CTEKIIA TPETHETO
TPETBEro TUAPOIUTHUECKOTO THAPOJIMTHYECKOro Kiiacca
Kjlacca ¢ BUHTOBEIMH C BUHTOBBIMH KPBIIIKAMH
TIONTA3THIEHOBBIMM KPBILIKAMH H3 TIOITM3THIICHA H
(¢ xOHTpOsIEM MEpBOTO nonunponuinexa (c
BCKPBITHS, 0€3 3alMUTEI OT KOHTPOJIeM IIepBOro
BCKPBITUS IETBMH) HITH C BCKPBITHS, C 3aLIUTOH.OT
BHHTOBBIMH KPBIIIIKAMH H3 BCKPBITHA JNETHEMH) U
MOJMITHIICHA H MOJHITPOIFICHA MOJTH3THIIEHOBBIMH
(c xoHTpONEM mepBoOro BEPTHKATEHBIMH
BCKPBITHS, € 3alUTOH OT KanensHuuamu. Ha dnakon
BCKPBITHA IETBMH) H HaKJIEUBAFOT
NONMATUIEHOBEIMH CaMOKJIEALIYIOCS STHKETKY.
BEPTHKATTBHBIMH @DnakoH BMecCTe ¢
kanenbHuiamu. Ha dnakox HHCTPYKIHEH 110
HaKJIEHBAKOT CAMOKIIESIITYFOCH MEIHIIUHCKOMY
aTHKeTKY. Dilakon BMecTe NPUMEHEHHUIO (JIMCTKOM-
HHCTPYKIHEH 110 BKJIAJBIIIEM ) TIOMEIIAIOT B
MEIHLMHCKOMY IPUMEHEHHIO NayKy U3 KapToHA.
(JTHCTKOM-BKJIIBIIIIEM)
MIOMEILAKT B TaYKy W3 KapTOHA.
12. | MapkupoBKa Ha nepsuunoii ynaxosxe

YKa3bIBaIOT:

*  TOProBOE HAUMEHOBAHHE
JIEKapCTBEHHOT O Npernapara;
*  MENKIyHapOOHOE
HEMaTeHTOBaHHOE
HaMMEHOBaHKE Ha PyCCKOM H
AHTTIUHCKOM S3BIKAX;

*  JIEKapCTBEHHYIO hopMmy;
*  KOHIEHTpPAaLMIO;

* 00Bem npenapara B 1
hnakowne;

*  «c 6 Mec.»

*  YCIOBHUA XpaHEHU,

*  HaHMEHOBaHHE JepKaTelis
PEruCTPaLHOHHOTO
YIOCTOBEPEHHS, CTPaHa;

°  JIOTOTHI Aepxatens PY;
* TeMaTHUYeCKHUE PUCYHKH;

°  HOMEp CEpPHH;

* ATy MCTEHEHHS CpoKa
ropuoctH (TomeH 10).

BuzyansHeIH,
HJI npousBonuTens

Ha nepsuunoii ynaxoexe
YKa3BIBAIOT:

*  TOpProBoe
HAUMEHOBaHHeE
JIeKapCTBEHHOI'O
rpenapara;

°  MeXIOYHapoIHOe -
HEMNATEHTOBAHHOE
HaUMEHOBaHHE Ha PYCCKOM
H aHTJIHHCKOM S3BIKaX;

*  JIEKapCTBEHHYIO
bopmy;

*  KOHUEHTPALMIO;

* 00beM npenapara B 1
dnaxone;

*  «c 6 Mec.»

*  YCJIOBHS XpaHEeHHS;
°  HaWMEHOBaHHE
IepIKaTes :
PETUCTPallMOHHOTO
YOOCTOBEPEHHUSA, CTPaHa;
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000 «BT®» |
Poccus, 601125 Bnanumupckas 06a., Ietymnuckuil paiton, noc. Bonsruuckuit, ya. 3asoacian, ctp.107
OTJIEJ KOHTPOJIA KA‘-];ECTBA

n/n

HaumeHoBaHue
MoKa3aTens KayecTra

Hopmsl no HIY

MeToabt

PesynbTaThl HenbiTaHuii

Ha emopuunoii ynaxosxke
YKAa3bIBaIoT:

*  TOProBOe HaMMEHOBAHHE
JIEKapCTBEHHOTO TIpernapara,

*  MEXIyHapoJHOe
HEMaTeHTOBaHHOE
HaMMEHOBAHHE HA PYCCKOM H
AHIJIMHACKOM SI3BIKAX;

*  «c 6 Mec.*y;

*  «ueiicTByeT 10 24 yacosy,
*  «CAmmeprudeckuii
KOHBIOHKTHBHTY;

*  CANNEPrHYeCKHi PHHUTY;
*  «Kpanusaua**y;

*  «** Xponuueckas
HHONATHYECKAs KParTMBHHUIIA
(annepruyeckoe 3aboseBanue ¢
3y/10M BBHICBITTAHUAMH Ha KOXKE);
*  JIEKapCTBEHHYIO hopmy;

*  KOHLEHTpALHIO;

* obwem mpenapara B 1
(akoHe;

*  cnocol npuMeHeHHs |
J03BI,

*  [peaynpeAUTENbHBIE
HAJIIHCH:

4 «Ilepen npuMeHEHHEM
O3HaKOMBTECH C JINCTKOM-
BKJIAJIBILIEM);

v «XpaHuTh B
HEJIOCTYITHOM ISl AeTei
MeCTe;

* cocraB Ha 1 M

*  YCJIOBHS OTITyCKa;

*  YCIIOBMS XPaHEHHS,;

*  HaWMEHOBaHME JepIKATEIs
PErHCTPaLHOHHOTO
YAOCTOBEPEHHUS, CTpaHy;

*  JIOTOTHH AepaTelis
PETHCTPALMOHHOTO
YJIOCTOBEPEHHUS;

*  HaHMEHOBaHHE
TIPOM3BOAUTENS, CTPAHY;

*  IUTPUX-KOJI;

*  TEeMaTHYECKHE PUCYHKH;

*  HOMEp CepuH;

*  JlaTy OPOM3BOICTRA;

*  JlaTy UCTEUCHHs CpoKa
roanocTy («I"onen mo»);

*  CpencTBO HASHTH(HKAIMH
(oTobpaskaeMoe B Bz
JABYMEPHOrO INTPHXOBOTO KOMJA);
*  rnobanbHbIH
MIEHTH(PHKAIMOHHEIH HOMEp
TOproBo# eauHuLp! («GTINY);

*  JIOrOTHII IePIKATENST
PV,

*  TEeMaTHYECKHE PHCYHKH,
*  HOME] CEepHH;

*  JlaTy UCTEYEHHs CPOKa
roguoctu (I'omeH mo).
Ha emopuunoii ynaxosxe
YKa3BIBAIOT:

*  TOpProroe
HaMEHOBaHHE
JIEKapCTBEHHOTO
npernapara;

*  MEXAyHapoaHOe
HENATEeHTOBaHHOE
HAUMEHOBAHHE Ha PYCCKOM
U aHIJIMHCKOM SI3BIKAX,

*  «c 6 Mec.*y;

*  «OeWcTByer o 24
4acoBy,

*  «Anepruueckuit
KOHBIOHKTHBHTY;

s «Anneprudeckuii
PHHHTY;

*  «Kpanueauna**»;

*  «** Xponumueckas
HAHONIATHYeCKAast
KpanuiBHHALIA
(annepruueckoe
3a00NneBaHue C 3y10M
BBICBIITAHHAMH Ha KOXKe);
*  JIeKapCTBEHHYIO
hopmy;

*  KOHLEHTpAIIHIO,

* obBem mpenapara B 1
(hnakone;

*  coocod npuMeHeHHs U
J03BI,

*  TpelyllpeouTeNbHBIS
HaIIUCH:

v «Ilepen
[IPUMEHEHHEM
03HAaKOMBTECH C JIUCTKOM-
BKJIaBILLIEM;

v «XpaHUTE B
HEOCTYIHOM JJI JIeTeil
MecTey,;

* cocrae Ha | mur;

*  YCJIOBHSA OTITYCKa;

*  YCIIOBHA XpaHEHHUS,

*  HauMCHOBaHHE
ZJepxarens
PEruCTPaLHOHHOTO
YIOCTOBEPEHUS, CTPaAHY;
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000 «BT®»

Poccus, 601125 Bnagumupckas 06, [TeTyiunHckui paiioH, noc. BoasruHckui, yi. 3asoackas, crp.107
OTIHEJ KOHTPOJIA KAYECTBA

Ne Haunmenopanue

Hopme! mo HJI
n/m | mokaszaTeisi KauyecTBa P

MeToxs! PeSy.IleaTBl HCOBITAHHH

°  WHIUBHIYaIbHBIH *  JIOrOTHUII AepAaTelis
CEpUHHBIN HOMEDP TOPrOBOH PErHCTPALIHOHHOIO
enuHULBL («SN»); YIOCTOBEPEHHS;

* papmakon (mipu °  HaWMEHOBaHHE
HE0OXOIMMOCTH). IPOU3BOIUTENS, CTPAHY;

°  ITPUX-KOZ;

°  TeMaTHYeCKue
PHMCYHKH;

*  HOMEp CepHH;

*  [aTy MPOH3BOJCTRA,;

*  JaTy MCTEHEHHA CpOKa
ropHocTH («["omen go»);

*  CpenCTBO
HIeHTHDHKAHH
(oTobparkaemoe B BHAE
JIBYMEpPHOT'0 IITPHXOBOTO
KOJIa);

*  robanbHbIH
HACHTU(QHUKALIMOHHBIN
HOMEp TOPrOBOH €MHULIEI
(«GTIN»);

*  HMHIUBUAYAILHBIH
CepUHHBIH HOMEP TOProBOH
eqUHHLEI («SN»);

* hapmakoz (npu
HEeOOXOIHMOCTH).

13. | YcnoBus xpaneHus XpaHWTE TIPH TEMIEpaType He - IIpu TemnepaType He BEIIIE
Beime 25 °C B OpHTHHANBHOMH 25°C B OpUTHHATLHOR
ynakoBke ((hIakoH B Mavuke). yrakoBKe ((hJIakoH B madxe).
14. | Cpok rognocTH (Cpok 3 roma Bmsyamsasrit, HJ| 3 roga
XpaHeHyis) MPOH3BOIHTENS

KommenTapuu:

*- mpoBepka nokasarened npoeenena OOO «WcnbITaTenbHbl IIEHTP JEKAPCTBEHHBIX CcpencTB «bHOTEeXHOIOTHAY,
Mocxkosckasa 061.. r.0. Jlenunckwit, r. Bugnoe, yn. 8 nunwms, n. 10A, munensus NeJ1012-00102-77/00006737, nomep
ceprudukata GMP GMP/EAEU/RU/01673-2024

(HauMeHOBaHMe CTOPOHHEH OpraHH3alyH, afpec, HoMep JIHLEeH3HH, HoMep cepTidrkata GMP)

3axmoverne OKK: Herpun®, kaniau ans npuema BHYTPL 10 mr/ma cepun 011225 BbIHBD}KHBaﬁT chmramm 110 _IEPEYHUCIEHHBIM
IIOKAa3aTe/IIM KAadecTBa COTNIAcHO CIe eTpuH® i ‘
09.10.2025.

Hawaneruk OKK OO0 «BTD»
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