000 «BT®D»

Poccmst, 601125 Bnagumupckas o6, Iletymmnckuii paiton, noc. Boasruuckuid, yi1. 3aBoackast, ctp.107
OTJEJI KOHTPOJISI KAYECTBA

CEPTUD®UKAT AHAJIN3A Ne 011/CETn/26
ot "04" urons 2026 r.

HaumeHoBaHME TOTOBOTO MPOAyKTa (Toprosas Mapka, MHH, nekapctBennas gpopma, no3uposka): Llerpun®
(LleTMpH3WH) KAIUIM JUISI NPHeMa BHYTPb, 10 Mr/mi, (daakon) 20 ma X 1 (mayka KapToOHHAs)

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

Howmep peructpanmonsoro ynocrosepenust: JII1-Ne(006948)-(PI'-RU)

Howmep cepuu: 080526
Hara mpousBozctea: 13.05.2026 r.

Jlara okonuanwust cpoka rogaocty: 13.05.2029 r.

O0Bem cepuu (komuaecTBO ynakoBok): 17 000 mT. yrnakoBok
HanmenoBanne ADC: LletnprusuHa TUTHAPOXIOPHUI

IMpoussomurens ADGC: SUPRIYA LIFESCIENCE LTD, Unaus

[Maptus npomssoautesst APC: SLL/CTR/0825053

CepTtudchumkar:
Bnapeneu:

Ne HauMeHoOBaHHE Pe3yabTaThl HCIBITAHUI
/I | NoKa3aTe/s KayecTBa Hopmebi o HJ1 MeToasbl
1. Onucanue [Ipo3paunblii OCCIBETHBIN HIIN BusyanbHblit [Ipo3paunsrii OecriBETHBII
CBETJIO-KOPUYHEBATBIA PACTBOP pacTBop
2. Wnentudukanms: Bpems ynepxxuBaHus OCHOBHOTO BOXX/Y® Ha CooTBeTCTBYET
LETHpU3HHA NHKa Ha XpoMaTorpaMMe JIMOJTHOM MaTpuLe
JUTHAPOXJIOpUIa HCHBITYCMOTO pacTBOpa AOJIKHO (MeTOZ[I/IKa
COOTBCTCTBOBATh BPpEMCHHU
yAepKUBaHUs MHUKa ueI:)TI/IpI/BHHa (IIT)%(ZI;B(;)ZZ[I/I; ezﬂg)é/
AUruapoxiiopuaga Ha
XpomMaTtorpaMmMe CTaHJapTHOTO Iroro
pacTBopa.
CrieKTp OCHOBHOTO BEIIECTBA HA BOXX/Y® na CooTtBeTcTBYyET
XpoMaTtorpaMmme UCHBITYEMOT'O HHOHHOﬁ ManHHe
pacTBopa, CHATHIN B 00JIaCTH OT (MeToHKa
190 no 400 am ¢ r£0MOLuLIO 5 Hp0H3BOHHTem{),
JIETEKTOpa C TMOIHOM MaTpuIeH, ®EADC 2.1.2.28/
HAOJKEH COOTBECTCTBOBATH CIICKTPY I'dTd
LHCTUPU3UHA JUTUAPOXJIOpUAA Ha
XpoMaTtorpaMmme CTaHAapTHOTO
o0pasa.
METHJINaparuIpoK- Bpewms yaepxxuBaHust BOXX/Y® Ha CoOoTBETCTBYET
cubeH3oara OCHOBHOI'O MHKA HA JUOIHON MaTpHUlLIe
XpOMAaTorpaMMe UCIBITYEMOTO (MeTonmka
pacTBopa JOJKHO MIPOU3BONUTEINS),
COOTBETCTBOBATH BPEMEHHU DOEADC 2.1.2.28/
YACPKUBaHUS [TUKA o 1o o
MeTHIIIaparuApoKcuOeH30ara
Ha XpoMaTorpamme
CTaHJIapTHOI'O PacTBOpa.
IIPOINUJIIAPAruIPOK- Bpewms ynepxuBanus BOXX/Y® na CooTBeTcTBYET
cubeHsoara OCHOBHOI'O ITHKA HA JIMOJTHOM MaTpulie
XpOMaTOTPaMME UCITBITYEMOr0 (MeTonmka
pacTBopa I0HKHO IIPOU3BOUTEIIS)
COOTBETCTBOBATh BPEMCHHU DOEADC 2.1.2.28/
YAEP)KUBAaHUS IIUKA I'o PO
MPOMUIIIaparuApoKcuOeH30aTa
Ha XpoMaTorpamme
CTaHAAPTHOI'O PACTBOPA.
OOKYMEHT noanuvucAH

3NEKTPOHHOW NOANUCHIO

OA'I45AECOOF0B3BABF4A57AA8FD5I§3F11’?‘§§Ia 1us5
YawwuHa Enena HukonaeBHa

Oencteutenen: ¢ 13.02.2026 no 13.05.2027




000 «BT®D»

Poccmst, 601125 Bnagumupckas o6, Iletymmnckuii paiton, noc. Boasruuckuid, yi1. 3aBoackast, ctp.107
OTJEJI KOHTPOJISI KAYECTBA

Ne HauMenoBaume Pe3yabTaThl HCIBITAHUT

I/l | TOKa3aTessi KayecTBa Hopmet mo HJL Metoant

3. IIpospauHoCTB He npessimaer no OEADC 2.1.2.1./ CooTBeTcTBYET

WHTEHCHUBHOCTU MYTHOCTb I'd PO
CYCHEH3UHU cpaBHEHUS |.
4. IBeTHOCTB Hopwma npu BeInycKe: OEADC2.1.2.2./ CooTBeTCTBYET
OkpariieH He Oosee o Po
WHTEHCHBHO, YeM PacTBOP
cpaBHeHUs Bo.
Hopwma B TeueHue cpoka
TOHOCTH (CPOKa XpaHEHUs):
Okpaien He 6osee
WHTEHCHBHO, YeM PacTBOP
cpaBHeHus By.
5. pH Ot 4,0 no 6,0 DEADC 2.1.2.3./ 53
I'd PO
6. Poncreennsie npuMecu JIroOas emuHUYHAS BOXX/Y® na He o6napyxeHo
HEUJICHTHOUITUPOBAHHAS JMOIHOI MaTpHIE
npumech — He 6oee 0,5 %; (MeToHKa
CymmMa npumeceii — He Oonee
20%. MIPOU3BOIUTETIS),
' DOEADC 2.1.2.28/
roro

7. Ho3a u oIHOpOAHOCTH Cymmapnas Macca 10 103 He OEADC 2.5.1.9/ Brinep:kuBaeT HCTIBITAHUE.

JTO3bI JIOJDKHA OTIINYaThCs 0ojiee yeM ['d PO Cpennss no3a 0,981 r;

Ha 15 % oT HOMUHAILHOM 10/10 go3: ot 0,956 r

maccel 10 gos. (-2,48%) mo 0,996 r
Macca Hu OqHOM 10361 HE (+1,60%);
JIOJDKHA OTKIIOHSITBCS 00JIee YyeM Cymmapnas macca 10 103
Ha 10 % OT cpemHel MaccChl. 9,806 r;
OTKJI0HEHUE CyMMapHOi
maccel 10 103 oT
HOMHUHAJIBHOU Macchl 10
103 (-9,28%).
8. O0BeM CoIEPIKUMOTO Cpennee 3HaueHHE 00BEMa DEADC 2.1.9.17./ 20,0 m;
YIaKOBKHU conepxkumoro 10 yrmakoBok He I'd PO 10/10 ym: ot 20,0 (100,0
JIOJKHO OBITH MEHEE %) M 10 20,5 M
HOMHUHAILHOTO, 00BEM (102,5 %)
COAEPKUMOTO KaXKA01
OTJEJBHOMN YIIaKOBKH JIOJIKEH
obITH He MeHee 90 % ot
HOMMHAJILHOTO.

9. KonnuecrBenHoe HopwMma 1ipu BbIyCKE: BOXX/Y® Ha 9,9
onpeecHue: ot 9,5 mr/mit 7o 10,5 mr/mi JIUOTHOU MaTpHIIE 99,0 %
LUETUPHU3MHA (ot 95,0 % mo 105,0 % ot (MeTonmka
JTATHAPOXIIOPUIA 3asIBJICHHOT'O KOJIMIECTBA). TIPOU3BOAUTEIIS),

Hopwma B TeueHue cpoka DEADC 2.1.2.28/
TOJTHOCTH (CPOKA XpaHEHUS): o pod
ot 9,0 mr/ma 1o 11,0 Mr/ma )
(o1 90,0 % mo 110,0 % ot
3asIBJICHHOTO KOJIMYECTBA).
METHJINaparuipoKCH- ot 1,215 mr/ma go 1,485 mr/mn 1332
0OeH30aTa (OT 90,0 % 10 110,0 % ot 98,7 %

3asBJICHHOI'O KOJ'II/I‘ICCTBa).
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OTJEJI KOHTPOJISI KAYECTBA

Ne HauMenoBaume Pe3yabTaThl HCIBITAHUT
I/l | TOKa3aTessi KayecTBa Hopmet mo HJL MeTroanl
MIPOTTHIITIAPAr uAPOKCH-
OeH3oara ot 0,135 mr/mi 10 0,165 mr/mi 0,150
(ot 90,0 % mo 110,0 % ot 100,0 %
3asBJICHHOTO KOJIMIECTBA).
10. | Mukpobuonoruueckas DOEADC 2.3.1.2 Kateropus 3A/ OEADC 2.1.6.6./ Oo111ee YKCII0 a3POOHBIX
qucToTa® I'o Pq), OdC.1.2.4.0002.18 DEADC 2.1.6.7/ MUKpPOOPraHUu3MOB
Kareropus 3 A I'o PO meree 10 KOE B 1 M
OO111ee IHCII0 IPOXKIKEBBIX U
TUICCHEBBIX TPUOOB
menee 10 KOE B 1 M
OrtcytcrBue Escherichia
coliB 1 M
11. | Onucanue ynakoBKu ITo 10, 15, 20, 25 u 30 M1 BO BusyanbHeIi, ITo 20 M7 Bo drakoHax
(pI1aKkOHAX TEMHOTO CTEKIIA H/I nponssouresns TEMHOT'O CTEKJIA TPETHETO
TPETHETO THIPOITUTUIECKOTO THAPOIUTHYECKOTO Kilacca
KJIacca ¢ BUHTOBBIMHU C BUHTOBBIMH KPBIIIKaMHU
MOJIUATHIICHOBBIMH KPBIIIKAMU U3 TIOJIUATHIICHA U
(c KOHTpOJIEM TIEPBOTO TTOJIMTIPOTIHIIEHA (C
BCKPBITHSL, 0€3 3aIIUTHI OT KOHTPOJIEM TIEPBOTO
BCKPBITHUS JCTHMU) HITHU C BCKPBITHS, C 3AIIUTOH OT
BUHTOBBIMH KPBIIIIKAMH U3 BCKPBITHS JICTHBMH) U
MTOJIMATIIIEHA U TIOTUIPOTIFIIEHA TTOTMA THIICHOBBIMH
(C KOHTpOJIEM TIEPBOTO BEePTHKAIbHBIMH
BCKpBITHS, C 3AIIUTONA OT kanenbHuIlaMu. Ha drakon
BCKPBITHA JETHbMH) U HAaKJICUBAIOT
TTOJTHA THIICHOBBIMH CaMOKIJISATITYIOCS DTHKETKY.
BEPTUKAJIbHBIMU @DI1aKOH BMECTE C
KarenpbHUIIaMu. Ha drakon WHCTPYKIUEH 110
HaKJIEUBAIOT CAMOKJIESIIITYFOCS MEIUIIMHCKOMY
3TUKETKY. DIJIakoH BMeCTe C MPUMEHEHUIO (JINCTKOM-
HUHCTPYKIIUEH 110 BKJIAJIBIIIIEM ) TIOMEIIAIOT B
MEIUIIMHCKOMY TIPUMEHEHUIO MavKy 13 KapToHa.
(JTMCTKOM-BKJIAJIBIIIIEM)
MOMEIIAIOT B MAYKY M3 KapTOHA.
12. | MapkupoBka Ha nepsuunoii ynaxosxe Busyanbusiy, Ha nepsuunou ynaxoske

YKa3bIBaIOT:

*  TOProBOC HAMMEHOBAHUE
JIEKapCTBEHHOTO TIpeTapara;
*  MEXIYHapoaHOe
HENATEHTOBAHHOE
HaMEHOBaHUE Ha PYCCKOM U
AHTTTUHCKOM SI3BIKAX;

*  JIEKapCTBEHHYIO opMYy;
*  KOHIICHTpAITHIO;

* o0bem npenapara B 1
¢nakone;

*  «c 6 mec.»

*  YCIIOBUS XpaHCHHSI,

*  HaVMEHOBAaHHWE JCPKATEIA
PETUCTPAITMOHHOTO
YIOCTOBEPEHUS, CTPaHa;

e Jorotur aepxkatens PVY;
*  TEeMaTUYCCKHE PUCYHKH;

H/I mpousBouTens

YKa3bIBaIOT:

*  TOpProBOE
HaNMEHOBaHHE
JIEKapCTBEHHOT' O
mpenapara;

*  MEXIyHapOoIHOE
HEMAaTEHTOBAaHHOE
HaVMEHOBaHUE HA PYCCKOM
W aHTJIMHACKOM SI3bIKaX;

*  JICKAPCTBEHHYIO
hopmy;

*  KOHIICHTpAITHIO;

* o0Obem mpemapara B 1
¢nakone;

*  «c 6 mec.y

*  YCIIOBUS XpaHCHHSI,

* HaMMCHOBAaHHUE
JiepKarens
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Poccmst, 601125 Bnagumupckas o6, Iletymmnckuii paiton, noc. Boasruuckuid, yi1. 3aBoackast, ctp.107

OTAEJ KOHTPOJIAA KAYECTBA

n/n

HaunmenoBanue
noka3arejsi KauecTBa

Hopwmbi mo HJI

MeToabl

Pe3yabTaThl HCHIBITAHMIA

*  HOMEp cepuu;
*  JlaTy UCTEUYCHHUS CPOKa
roxgaoctH (I"omeH 10).

Ha emopuunou ynaxoske
YKa3bIBaIOT:

*  TOProBO€ HAMMEHOBAHUE
JIEKapCTBEHHOT'O TIpeTapara;

*  MEXIyHapoIHOe
HETaTeHTOBaHHOE
HalMEHOBaHHUE HA PYCCKOM U
AHTJIMHACKOM SI3bIKAX;

*  «c 6 Mec.Fw;

*  «HercTByeT M0 24 4acoBy;
*  «Anneprudeckuit
KOHBIOHKTHUBHTY;

*  «AInepruyecKuil puHUTY;
*  «KpanuBauna**y;

o «** XpoHHYecKas
UAMONATHYECKAs KpaMBHULIA
(anmnepruueckoe 3a00eBaHME C
3yJIOM BBICHIIAHUSIMU Ha KOXKE);
*  JIEKapCTBEHHYIO (opMYy;

*  KOHIIEHTPALHIO;

* o0bem npenapara B 1
¢nakoHe;

*  crmoco0 MpUMEHEHHS U
JI03b1;

*  IpeaynpeauTeNbHbIE
HaJIUCH:

v «Ilepen npumeHeHEM
03HAKOMBTECH C JIUCTKOM-
BKJIQIBILIIEMY;

v «XpaHuTh B
HEJIOCTYITHOM JJIsl IeTei
MecTe;

e cocTaB Ha | mi;

*  yCIIOBHUS OTIYCKa;

*  YCIIOBHUS XpaHEHUS;

*  HaUMEHOBaHHE JeprKaTels
PEruCTpaoOHHOTO
yJIOCTOBEPEHHUSI, CTPAHY;

*  JIOTOTHII Iep>KaTemst
PEruCTpaoOHHOTO
YIOCTOBEPEHUS;

*  HaNMEHOBaHUE
NPOU3BOJUTEINS, CTPAHY;

*  IITPHUX-KOZ;

*  TEeMaTUYeCKHe PHUCYHKH;

*  HOMEp cepuy;

*  JaTy MpOU3BOJCTBA;

*  JIaTy UCTCUYCHHUS CPOKa
romgaocTH («['oneH mo»);

*  CPEACTBO WACHTU(PHKALUU
(oToOpaxkaeMoe B BUIC

JIBYMEPHOTO IITPUXOBOTO KOZA);

PErUCTPaliOHHOTO
YAOCTOBEPEHMSI, CTPaHa;

*  JIOTOTHII AeprKaTesI
PY;

*  TeMaTW4YeCKUe PUCYHKH;
*  HOMEp CepHH;

*  JaTy MCTEUCHHS CpOKa
rogaoctu (I'oxen no).

Ha emopuunou ynaxoske
YKa3bIBAIOT:

*  TOproBoe
HauMEHOBaHWE
JIEKapCTBEHHOTO
npenapara;

*  MEXIyHapomaHOe
HEMaTeHTOBaHHOE
HalMEHOBaHHUE HA PYCCKOM
U QHTJIMHACKOM SI3BIKaX;

e «C 6 mec.*w;

*  «JueucTByeT a0 24
9acoBy;

*  «Amnepruyeckuit
KOHBIOHKTUBUTY;

*  «Anneprudeckuit
PUHHTY;

*  «KpanuBauma**y;

o «** XpoHHYecKas
WAHOTIaTHYECKAs
KpanmuBHUIIA
(anmnepruueckoe
3a00JIeBaHuUE C 3YJ0M
BEICBHITIAHUSAMH Ha KOXKeE);
*  JIEKapCTBEHHYIO
dopmy;

*  KOHIICHTPAIHIO;

* o0Obpem mpemapara B 1
(rnaxone;

e cnoco0 npuUMeHeHHs U
JTO3BL;

*  IpeaynpeAuTeNIbHbIE
Ha/IITUCH:

v «Ilepen
MPUMEHEHUEM
03HAKOMBTECH C JIMCTKOM-
BKJIQ/IBIIIIEM»;

v «XpaHuTh B
HEIOCTYITHOM JJIS IeTer
MecTey;

e cocraB Ha 1 mi;

*  yCIIOBHUS OTIIYCKa;

*  YCIIOBHUS XPaHEHUS;

*  HaMMEHOBaHUE
Jepxartes
PETUCTPALIMOHHOTO
YAOCTOBEPEHHSI, CTPaHy;
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Poccmst, 601125 Bnagumupckas o6, Iletymmnckuii paiton, noc. Boasruuckuid, yi1. 3aBoackast, ctp.107
OTJEJI KOHTPOJISI KAYECTBA

Ne HanmenoBanue
n/m | moKa3aTeisd KadyecTBa

Hopwmbi mo HJI

MeToabl

Pe3yabTaThl HCHIBITAHMIA

*  IJI00aBHBIH
UICHTH()HUKAITMOHHBIN HOMEP
ToproBoit enuHUIEI («GTINY);
*  HHAWBUAYATbHBIA
CEepUMHBIA HOMEP TOPTOBOM
enuHUITE («SN»);

* hapmakon (mpu
HEOOXOUMOCTH).

*  JIOTOTHII AepKaTems
PETUCTPALIMOHHOTO
YAOCTOBEPEHHUS,

*  HaMMEHOBaHUE
MTPOM3BOAUTENS, CTPAHY;

*  IITPHUX-KOJ;

*  TeMaTHYecKue
PUCYHKH;

*  HOMEp CepHH;

*  JaTy MpOU3BOJICTBA;

*  JaTy HCTEUCHHS CpOKa
romHocTH («I'ofeH mo»);

*  CpeAcTBO
UACHTU(DUKALIUN
(oToOpaxkaemoe B BUzE
JIBYMEPHOTO MITPUXOBOTO
KOJa);

*  rJI00aJIbHBIH
WICHTU(DUKAITMOHHBIN
HOMEpP TOPTOBOW €IHHUIIBI
(«GTIN®);

*  WHIUBUAYaTbHBIN
CEpUIHBII HOMEP TOProBOil
eauHUITBL («SN»);

* papmakox (pu
HEOOXOTUMOCTH).

13. | YcnoBus xpaHeHUs

XpaHUTh TIpH TeMIepaTrype He
Bpimme 25 °C B OpUTrHHATIBHOMN
ynakoBke ((pJIlakoH B Tauke).

I[Tpu TemnepaType He BbILIE
25 °C B opurHHaIBEHOU
ynakoBke ((JIakoH B Mavke).

14. | Cpox romgHOCTH (CPOK 3 roma BusyansHsrii, H] 3 roga
XPaHCHUS) TPOU3BOTUTEIIS
KommenTtapuu:

*- mpoBepka mokasarenei mposeneHa OO0 «MchobpITaTenbHBIN

LICHTP JICKAPCTBEHHBIX CPEACTB «BHOTEXHOIOTHUI,

MockoBckas 004, 1.0. JleHnHckui, r. Bunnoe, vi. 8 aunusa, n. 10A. munensus NeJI012-00102-77/00006737, HOMED

ceptubukara GMP GMP/EAEU/RU/01673-2024

(HaMeHOBaHHE CTOPOHHEH OpraHU3alliHy, apec, HOMEp JIHIEH3UH, HoMep ceptudukatra GMP)

Sakmrouerne OKK: Herpun®, kaniau pis npuema BHYTpSL 10 Mr/ma cepun 080526 BbUIepKHMBAEST UCIBITAHHS 110 IEPEYHCICHHBIM

IOKazaTessiM KauecTBa cornacHo crenmdukannn HJ Herpun®, kanum ais npuema BHYTpb 10 mr/ma JIT1-Ne(006948)-(PT-RU) ot

09.10.2025.

Hagansauk OKK OO0 «BT®»

/Yammua E.H./
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