000 «BT®»

Pocens, 601125 Bramumupekas 0., Ilerymmnckuii paiion, moc. Bomsruxckui, yin. 3asomackas, ctp.107
OTIAEJI KOHTPOJISI KAUECTBA

@©05/COII1-103-KK/26-9

CEPTU®HUKAT AHAJIM3A Ne 009/CETn/26
or "15" mas 2026 1.

HaumenoBaHue roroBoro npoaykra (Toprosas mapka, MHH, nexapcTeeHHas dopma, nosuposka): lerpun®
(IleTHPH3NH) KAIUIH A5 NPHEMA BHYTPb, 10 Mr/ma, (daakon) 20 mur x 1 (mauka KapToHuas)

Howmep perucrpamuonnoro ynocroreperss: JIIT-Ne(006948)-(PT-RU)
Homep cepuu: 060426
Jara npoussoznctra: 23.04.2026 1.

Jata oxoHuaHus cpoka rogHocTH: 23.04.2029 .

Ob6mnem cepun (Komu4ecTBO YIakoBok): 16 900 mT. yrakoBok
Haumenosanne ADPC: [leTHpusuHa IUTHAPOXJODHI

IIpomssonurens ADPC: SUPRIYA LIFESCIENCE LTD. Munus

ITapTus npoussogurens ADC: SLL/CTR/0825053

Ne HauMeHoBaHue PesynpTaThl HCNBITAHHMH
I/ | moKasaTeis KauecTsa Kopiel s HA Meroasi
L. Ormmucanne Tpospaunsrit becuBeTHbIH MK BusyansHerit IIpospaunsrii GecrBeTHbIH
CBETIIO-KOPHYHEBATEIH pacTBOp pacTBop
2. W neHTHOUKAIIS: BpeMsi yaepskHBaHHA OCHOBHOTO BOXX/YO na CooTBeTCTBYECT
LETHpHU3MHA THKa Ha XpoMaTrorpaMmme I[HO.IIHOfi ManI/IHe
AMTHIPOXI0pHIA HCITBITYEMOTO PacTBOpa JOJDKHO (MeTozuKa
COOTBETCTBOBATH BPEMEHH NpOM3BOAMTENS),
YACPKMBAHHA ITHKA LHCTHPH3HHA DEARC 2 1 228/
JAUTHOPOXNOpHOA Ha
xpOMaTorprMe ciaunapmoro Iere
pacTBOpA.
CriexTp OCHOBHOTO BelIecTBa HA BOXX/VD na CootrBetctByeT
XpoMmaTorpaMMe MCIIBITYEMOTO JIPIOILHOﬁ MaTpuIe
pacTsopa, CHATHIH B 06acTH OT (MeTomHKa
190 mo 400 M ¢ NIOMOIIEIO IpoM3BOHTENS),
JETEKTOpA C THOIHOH MaTpHIIEH, BEADC 2.1.2.28/
TOJIKEH COOTBETCTBOBATE CIIEKTPY dTd
LETHPH3NHA TUTHAPOXIOPHIA Ha
XpOMaToIrpaMMe CTaHAAPTHOTO
obpasia.
METHINaparuapokK- Bpems ynepxkueanms BOXX/YD na CootBeTrcTRYET
cubeHzoarta OCHOBHOI'O ITHKa Ha JHOTHOK MaTpHIe
XpOMAaTorpaMMe UCTBITYEMOI'0 (MeTonnKa
pacTBOpa JOMKHO IIPOM3BOJIUTEIIA),
COOTBETCTBOBATH BPEMEHH ®EADC 2.1.2.28/ T®
yOepXKUBaHHU [THKA I'e po
METHIIIaparupokcubeH3oara
Ha XpoMaTorpamme
CTaHIapTHOIO PacTBOpa.
[IPOITHIIIAPar HAPOK- Bpewms ynepxusanus BOXX/V® Ha CootBeTcTRYET
cubenzoara OCHOBHOTO ITHKA Ha JHOTHOK MaTpHIe
XpoMaTorpaMMe UCTIBITYEMOI'0 (MeTonHMKa
PacTBOpA MOIIKHO IIPOH3BOIUTENS)
COOTBETCTBOBATH BPEMEHH PEADC 2.1.2.28/
VIEPKHBaHHS ITHKA ['®PD
IponuinaparuapoxkcubensoaTa
Ha XpoMaTorpaMme
CTAHJAPTHOTO PAacTBOPA.
3 IIposzpaunocts He mpereimaer mo OEADC2.1.2.1./ CooteercrByer
HHTEHCHBHOCTH MYTHOCTB I'o po
CYCIEH3HH cpaBHEeHus .
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Poceua, 601125 Bnagumupekas o6, Terymnnciuii paiion, noc. Bonsrunckuii, yi. 3asojcxas,

OTAEJX KOHTPOJISI KAYECTBA
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3asBJICHHOTO K()JTH‘-!QCTB&).

Ne HaumenoBanme PesyanTaThl HCNBITAHHIH

/| moKasaTejls KauyecTsa Hopmsr no HJ| MeTtoabt

4, L{BeTHOCTE Hopma IpH BBIIYCKE! DEADC?2.1.2.2./ CootBeTcTBYET

Oxpaien He Oonee I'd PO
HHTEHCHBHO, YeM PacTBOP
cpaBHeHHA Bo.
HopMma B TeueHHe cpoka
FOIHOCTH (CPOKA XpaHEHHMS ):
Oxpamen He 6onee
HHTEHCHBHO, YeM PACTBOP
cpaBHeHu:A By.
5. pH 01 4,0 o 6,0 OEABC 2.1.2.3./ 3.3
I'o PO
6. PojicTBEHHBIE IPHMECH Jro6as equHUYHASL BOXX/YO na He oOuapyxeHno
HEHISHTH(HIUPOBAHHAA JHMOJHOM MATpHIIE
npumeck — He Gonee 0,5 %,; (MeTosIHKa
Cymma npngigc;n — He Bonee nponBOaHTENS),
ke ®EADC 2.1.2.28/
Ioro

7. Hozau Cymmapras macca 10 103 He DOEADC 2.5.1.9/ BrijepiuBaeT HCIIBITAaHHE.

OTHOPO/THOCTD JTO3BI | JOJDKHA OTIMMAThCA Donee ueM I'® Po Cpenusas nosza 0,994 r;

Ha 15 % oT HOMHHAIILHOH 10/10 mo3: ot 0,963

maccol 10 103, (-3,09%) no 1,041 1
Macca HM OHOH J03BI HE (+4,78%);
JIOIKHA OTKIOHATECA Oojee yeM Cymmapnag macca 10 103
Ha 10 % oT cpenHel Macchl, 9,940 1;
OTxiToHEeHHE CYyMMAapHOH
maccel 10 103 oT
HOMHMHaNIEHOH Maccel 10
J103 (-8,05%).

8. O6peMm Cpennee 3HadeHre 00beMa OEADC 2.1.9.17./ 20,0 mut;
COTEPKHUMOTO conepxxumoro 10 ynmaxoBok He I'd PO 10/10 ym: ot 20,0 (100,0
VIIAKOBKH JIOJKHO OBITE MeHee %) vt mo 20,5 Mn

HOMHHANEHOTO, 00BEM (102,5 %)
COACPAKUMOTO KaX(/I0H
OTCNBHOH YIIAKOBKH HOJDKCH
ObITE He Menee 90 % ot
HOMHHAJIBHOTO,

9. KomnuecTseHHOE HopMa 1ipH BbIDYCKE: BIOXX/YD na 9.8
OTIpeCICHAE; ot 9,5 mr/mn go 10,5 Mr/mn JHOIHOH MaTpHIIE 98,0 %
HETHPH3HHA (o1 95,0 % mo 105,0 % ot (meTomuKa
JTHUTHAPOXIIOPHAA 3asBIIEHHOTO KOMTHIECTBA). [IPOH3BOUTENA),

HopmMa B TeueHHe cpoka GOEADC 2.1.2.28/
FOJIHOCTH (CPOKA XpAHEHMS): I'o Po
ot 9,0 mr/mut mo 11,0 mr/mn )
(01 90,0 % 5o 110,0 % ot
3a5BJICHHOTO KOJHMYECTBRA).
metummaparuapokeu | OT 1,215 mr/mi o 1,485 mr/ma 1325
-Gen3oaTa (01 90,0 % 1o 110,0 % ot 98,,1 %
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000 «BT®»

Poccus, 601125 Bramumupekas o6, [leryiumnckuii paiion, noc. Bonsrunckuii, ya. 3asoackas, c1p.107
OTIEJ KOHTPOJISA KAYECTBA

Ne Haumenopanue Pe3yJbTaThl HCNBITAHMIA
Hopmsbi no H
I/m | moKa3aTels KayecTrBa Mertonsi
npomunnaparuapoke | ot 0,135 mr/mn oo 0,165 mr/mn 0,149
H-OeH30ara (ot 90,0 % no 110,0 % ot 99.3 %
3asBIEHHOTO KOJIHYECTBA).
10. | Muxpobtuonoruueckas OEA3C 2.3.1.2 Kareropus 3A/ ®EADBC 2.1.6.6./ O6rmee amcno a3podHBIX
gucToTa* I'd PP, ODC.1.2.4.0002.18 OEABC 2.1.6.7/ TO PD MHKPOOPTraHH3MOB
Kareropms 3 A menee 10 KOE B 1 Ma
Ob1mee YHCno IPOXOKEBBIX B
TUTeCHEBEIX TPHOOB
menee 10 KOE B 1 mn
Ortcytcreue Escherichia
coliB 1 mn
11. | Onucanne ynakoBkHu o 10, 15, 20, 25 1 30 mMn BO Busyanensih, ITo 20 M1 BO dhakonax
(raxoHaX TEMHOTO CTEeKIIa HII nponssonuTens TEMHOTO CTEKJIA TPETLETO
TPETHEr0 THAPOIUTHIECKOTO THJPOIHTHYECKOTO KIacca
KJIacca ¢ BUHTOBEIMU C BUHTOBBIMH KPBIIIKAMH
HOTUATHIIEHOBEIMH KPBILIKAME M3 TIOIHATHIIEHA H
(c KOHTpONIEM TIEPROTO HONHIIPOIHIEHA (¢
BCKPBITHA, 0€3 3alIHMThl OT KOHTDOJIEM TIEPBOTO
BCKPBITHS IETLMH) MM C BCKPBITHSA, C 3aIIHATOMH OT
BUHTOBEBIMH KPBIIIKAMH H3 BCKPBITHS I€TEMH) U
HONHATHICHA H ITOIUIPOITHICHA MOJTHITHIEHOBBIMH
(c XOHTpOIIEM TIEPBOTO BEPTHKAIEHEIMH
BCKPBITHA, C 3AIOHTOH OT KanelbHUIAMH. Ha daakon
BCKPBITHS IETBMH) H HAaKJICHBAIOT
HOTHATHICHOBBIMH CaMOKJIEALIYIOCH STHKETKY.
BEPTHKAIBHEIMH DakoH BMeCTE ¢
KanensHuiaMi. Ha dnakon HHCTPYKIIHEH 110
HAKJIEHBAIOT CAMOKIIESIIYIOCS MEIHITHHCKOMY
3THKETKY. DIakoH BMecTe ¢ IIPUMEHESHHIO (JTHCTKOM-
HHCTPYKITHEH TI0 BKJIAMBIIIEM) [TOMENIAIOT B
MEIUIMHCKOMY TIPHMEHEHHIO OadgKy M3 KapToHa.
(THCTKOM-BKITAMIBILIEM)
[IOMEINIANT B MAYKY W3 KAPTOHA.
12. | MapknpoBka Ha nepsuunoii ynaxosxe BusyansHbIi,

YKa3bIBAIOT:

*  TOProOBOE HAMMEHOBAHHE
JIEKapCTBEHHOTO TIpenapara;
*  MEKIyHapomHOE
HENaTeHTOBaHHOE
HavMEHOBaHHE Ha PYCCKOM U
AHITTHICKOM SI3BIKAX;

*  JIEKapCTBEHHYIO GopMy;
*  KOHIEHTPAITHIO;

* obsem mpenapara B |
(naxone;

*  «c 6 Mec»

*  YCIIOBHS XPaHEHHS;

* HauMCHOBAaHHE JIePIKATENL
PEruCTPaHoHHOTO
YIOCTOBEPEHHUS, CTPAHA;

e Jjorotun aepxartens PY;
* TEMATHYECKHE PUCYHKHU;

*  HOMEp cepuu,

° IaTy HCTEUEHHA CPOKa
rogroctu (lomeH no).

HJI npom3BommTens

Ha nepsuunou ynaxoske
YKa3bIBAIOT:

*  TOpProBOE
HAaUMEHOBaHHE
JIEKAPCTBEHHOTO
Ipenapara;

*  MEXIyHapOIHOE
HETIaTEHTOBAHHOE
HaHMEHOBAaHHE Ha PYCCKOM
W aHTTHICKOM S3BIKAX;

*  JIeKapCTBEHHYIO
hopmy;

*  KOHIEHTPAIHIO;

* oObeM mpenapara B 1
¢maxone;

*  «c 6 Mec.»

*  YCIIOBHS XpaHEHHS,

*  HaUMEHOBaHHE
JepyKaTens
PETHCTPaMOHHOTO
YIOCTOBEPEHHUSA, CTPAHA;
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000 «BT®»

Poccus, 601125 Bnagumupexkas o6, TletywnHeknii paiiod, noc. BonsrunckuH, yin. 3asoackas, ctp.107
OTJEJ KOHTPOJISI KAYECTBA

HauMenosauue Pe3yabTaThl NenbITAHKI
NOKA3ATEs KA4ecTna Hopsmcos HA Metoas

Ha emopuunoii ynaxoske *  JIOTOTHII IEPKATEIS
yKa3bIBaloT: Py,
*  TOProBO€ HAUMEHOBaHHE ¢  TEMATHYECKHE PHCYHKH,
JIeKapcTBEHHOTO TIpeTapaTa; *  HOMEp Cepuy;
*  MEXIyHapoIHOE ¢ ATy HCTEYEHHS CPOKa
HENATEHTOBAHHOE rogaoctd (LomeH no).
HAMMEHOBAHHE HA PYCCKOM H Ha emopuunoii ynaxoeke
AHTTTMHCKOM SA3bIKAX; yKa3bIBAIOT:
e «c 6 Mec.tn; *  TOpPrOBOE
*  ueHcTByeT 10 24 yacoB»; HaHMeHOBaHHE
*  «AIeprudecKui NEeKapCTBEHHOTO
KOHBIOHKTHBHTY; Irpenapara;
*  (ANNEprHYECKUil PHHUTY; *  MEXYHAPOJHOES
*  «Kpamasauma®**»; HENATEeHTOBAHHOE
*  «** Xponuueckas HAaHMEHOBAHUE HA PYCCKOM
MIMOMATHYECKAS KPATMBHHIIA M aHTJIHHCKOM f3BIKaX;
(asuepruyeckoe 3aboneBaHue ¢ s «c 6 Mec.*y;
3y/IOM BBICHITIAHUAMH Ha KOXKE); *  «uedcTByer 1o 24
*  JexapcTBeHHYyI0 (opmy; YACOBY;
*  KOHIIEHTPAIHIO; *  «AUICPrHYECKUH
*  obwem npemapata B 1 KOHBIOHKTHBHTY;
thnaxone; *  «Amnepruueckui
*  crocob MpUMEHEHHS U PHHHTY;
IIO3BI; *  «Kpanusauna**y;
*  IpeAylpeauTenbHbIe *  «** XpoHuueckas
HAJIITHCH: HIHONATHYEeCKas
v «Ilepen npHMEHEHHEM KpamHBHHIIA
03HAKOMBTECH C JIUCTKOM- (ammeprugeckoe
BKJIAIBIIIEMY; 3a0oneRaHue C 3y10M
v «XpaHUTh B BBICBIIAHUAMH Ha KOXKE);
HEeIOCTYITHOM J14 feTel *  JIEKAPCTBEHHYIO
MECTEY; dhopmy;
* cocras Ha | M, *  KOHIIEHTPAIIHIO;
*  YCIIOBMS OTILYCKA, * 0oOBbeM mpemnapara B 1
*  YCIIOBHS XPaHESHHS, ttaxone;
*  HaNMEHOBaHHE ACPIKATCIA *  Croco0d NPUMEHESHKS 1
PETHCTPATHOHHOTO JIO3EI,
yIOCTOBEpEeHMUs, CTPaHy; *  IIpeayrnpenuTeNbHEIS
= JIOTOTHII IEpPIKATEIs HaIIUCH:
PETUCTPAIMOHHOTO v «llepex
YAOCTOBEPEHHUS; MPUMEHEHHEM
*  HAWMCHOBaHHE O3HAKOMBTECH C JTUCTKOM-
NPOU3BOJIUTENS, CTPAHY,; BKJTAIBIILIEM;
*  JUTPUX-KOJ; v «XpaHWTE B
*  TEMaTUYECKHE PHCYHKM; HEJIOCTYIHOM ISl eTelt
*  HOMEp CEpHH; MECTe»,
*  Jary IpPOM3BOJICTBA, * cocraB Ha 1 M
*  [aTy UCTCUCHHS CPOKA *  YCIOBHS OTIIYCKa;
roguoctd («omeH no»); *  YCIOBMS XPaHCHHS;
*  CPEJCTBO HICHTH(DHUKAIINH *  HAUMEHOBAHHE
(oTobpaskaeMoe B BHjIE IeprkaTens
JIBYMEPHOTO HITPHXOBOTO KOJA); PETUCTPAITHOHHOTO
*  rnobansHEIH yIIOCTOBEPEHHS, CTPaHY;
HAEHTH(DUKAITHOHHBII HOMEp
TOproBoit enunnim («GTIN®);
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000 «BTD»

Pocens, 601125 Bragumupcxan 061, TeTyusHckuii paiion, noc. Bomsrunckii, yi. 3asozckas, ctp.107
OTIEJ KOHTPOJISI KAYECTBA

Ne HanmeHoBanue

n/n | mokasarens KadecTea

Hopmei mo HJT

MeToanl

PesynbTaThl HCIBITAHKHA

°  HMHIHMBHUIYaJIbHBIH
CEPUHHBIH HOMEP TOPTrOBOH
exuHAIBI («SN»);

* hapmakon (mpu
HEOOXOIHMOCTH).

*  JIOTOTHI JEpKaTess
PETHCTPAIMOHHOIO
YIOOCTOBEPESHHS;

*  HaMMEHOBaHHE
[OPOH3BOIMTENS, CTPAHY;

*  IOTPHX-KOZ;

*  TeMaTHYECKHE
DPHCYHKH;

*  HOMEp CEpHH;

*  J1aTy IPOU3BOJCTEA,

*  JaTy HCTeYeHHS CPOKa
rogaocty («["omen mo»);

*  CpENICTBO
MIEHTHOHUKAITHH
(oToOpaxkaemoe B BHIE
JIBYMEPHOTO IITPHXOBOIO
KoJna);

*  r00anbHBIH
HIeHTUUKAHOHHABIH
HOMED TOPIOBOH €IMHHUIIBI
(«GTIN»);

*  MHIUBHAYATLHBIH
CEpUHHBIN HOMEpP TOProBoi
eNMHUIBL («SN»);

* hapmakox (pu
HEeOOXOIHMOCTH).

13. | Ycrnoeus xpanenus

XpaHHTE TIPH TeMmmepaTtype He
Beie 25 °C B OpHIMHANBHOMH
ynakoBke ((1akoH B mayke),

IIpu TemMmnepaType He Bble
25 °C B OpHrHHATEHOMH
ynakoBke (pIakoH B mauke).

14. | Cpoxk roanocts (cpok
XPaHEHHS)

3 roma

Busyansnesrit, HJJ
MPOH3BOUTENS

3 roma

KommenTapuu:
*- OpOBEpKAa IoKazaTeneit

oenera Q00 «MchoelTaTennubii

JIEKaPCTBEHHBIX CpeAcTB  «BHOTEXHOIOTHY
Mockopckasg 061.. r.0. JleEmHckuit, r. BumHoe, vi. 8 muHus, 1. 10A, mumensus NeJ1012-00102-77/00006737, Homep

ceprudukata GMP GMP/EAEU/RU/01673-2024

(HaHMEHOBaHME CTOPOHHEH OPraHU3AIIH, A7Ipec, HOMEp JIHLECH3HH, HoMep ceprHukata GMP)

erpun®

3akmoyenne OKK:

09.10.2025.

KaIJId 1 npueMa BHVTPL 10 mr/mu ce)

TMOKAa3aTeIAM Ka4yeCcTBa COTJIACHO cnegl;rgignkagnn Hﬂ QETE . pi |

un®, Kanuiu s npuema BayTpsn 10 Mr/vo JITT-Ne

Hagansaux OKK OO0 «BTD»

uu 060426 BhinepxUBAET HCNLITAHHS N0 MepPeYHCIeHREIM

(006948)-(PT-RU) ot

“/amwuaa E.H./
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