000 «BTD»

Poccus, 601125 Bragumupekas 061, [TerymuHckui pafion, noc. Bomsrunckuii, yn. 3asozckas, c1p.107
OTIEJ KOHTPOJIA KAYECTBA

Howmep cepuu: 030426
Hara npoussoacrsa: 20.04.2026 .

Harta oxonyanus cpoka rogaocty: 20.04.2029 1.

O6BeM cepuH (KOMTHYECTBO YIAKOBOK): 16 950 mT. yIaKoBOK
Haumenosaune APC: [etupusnaa TUTHIPOXIOPHI

IMpomseomutens AD®C: SUPRIYA LIFESCIENCE LTD, Wunus

®05/COII-103-KK/26-9

CEPTU®UKAT AHAJIM3A Ne 006/CETn/26
or "14" mas 2026 1.
HaumenoBanue roTororo npoaykra (toprosas Mapka, MHH, nexapcrennas ¢popma, 103HpOBKa): erpun®

(IleTHpH3HH) KAILTH IS IPHEMA BHVTPb, 10 Mr/ma, (haaxon) 20 ma X 1 (mayxka KaproHHasn)
Howmep peructpauuonHoro ynoctosepenus: JII-Ne(006948)-(PT-RU)

Taprus npoussoauteas APC: SLL/CTR/0825053

Ne HaumenoBanue Pe3yapTaThl HCNBITAHMH
n/m | moKasaTessi KauecTBa Hopsos o HIL MeTont
1. Ommcanne Ipospaunsiii GecUBETHBIH HIH BuzyaneHbI# [po3paunerii GeciiBeTHBIH
CBBTHO-I(OpIFIHEBaTHf;I PacTBoOp pacTBop
2. Hnentndukarps: Bpewms ynep;KuUBaHKs OCHOBHOTO BOXX/YVO na CooTBeTcTRYET
LETHPH3HHA MHKa Ha XpOMaTorpaMmMe JHOTHOH MaTpHIe
JUTHAPOXIIOPHAA HCTBITYEMOI'O paCTBOpA JOJIKHO (MeTOI[H](a
COOTBETCTBOBATH BPEMEHH Mpow3BOIHTENS),
YAepKHUBaHHSA MHKa HETHPH3HHA ®EADC 2.1.2.28/
IUTHIPOXIIOPHAA HA
xpoma*rorp;)mme cl;annap'moro [ere
pacTBopa.
CreKTp OCHOBHOTO BEILIECTBA HA BOXX/YO na CooTBeTCTBYET
XpomMaTorpaMMe UCIBITYEMOTO TUOMHOMH MaTpule
pacTBOpa, CHATEIH B 0061acTH OT (MeTouKa
190 10 400 M ¢ WOMOIER: IPOHM3BOIHUTENS),
HETEKTOpa ¢ AMOOHOH MAaTPHULIEH, (I)EABC 2 1228/
JOIDKEH COOTBETCTBOBATE CIIEKTPY F(D l_.cD
LETHPHU3HHA AUTHAPOXIIOPHIA Ha
XPOMaTorpaMMe CTaHAaPTHOTO
obpazua.
METHIIIAParuApOK- Bpewms ynepsxuBaHusa BOXX/V® na CootercTByeT
cubenzoata OCHOBHOTO ITHKa Ha JIMOTHON MaTpHIE
XpOMaTOrpaMMe UCIIBITYEeMOTO (meTomiKa
pacTBOpa TOMKHO IIPOU3BOJHTEN),
COOTBETCTBOBATE BPEMEHH ®EADC 2.1.2.28/T'®
YIepKUBAHUS THKA I'® P
METHINaparupoKcuOen3oaTa
Ha XpOMaTorpaMMe
CTaHJAPTHOTO PacTBOpa.
IPOIHIIaparuIpoK- Bpems yoepxuBaHusa BOXX/YO nHa CootBeTcTBYET
cubensoata OCHOBHOT'O IIHKa HA IHUOTHOH MaTpHLe
XpoMaTorpaMMe HCIBITYeMOIO (MeTommKa
PacTBOpA JOJDKHO TIPOM3BOIUTETS)
COOTBETCTBOBATH BPEMEHH OEADC 2.1.2.28/
yOep:KHBaHHA ITHKa I'®PD
IPONMITIAParHAPOKCHOeH30aTa
Ha XpoMaTorpaMmme
CTaHIApPTHOIO PACTBOPA.
3. [TpospaunocTs He npesrmmaet mo OEADC2.1.2.1./ CooTBeTCTBYET
MHTEHCUBHOCTH MYTHOCTD IO PO
CYCIIEH3MH cpaBHeHus L
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000 «BTD»

Pocens, 601125 Bnagumupcicas obn., Tletyumncinii pation, noc. Bonsrusckuii, yi. 3asozckas, ctp. 107
OTAEJ KOHTPOJI5I KAMECTBA

34a4ABJIEHHOI'O KOJ'IH"{CCTBE).

Ne HauMeHoBanHe Pe3yiinTaTel uenbITaHU

/M | moKa3aTejs KayecTsa Mopsmosny HJ| MeToani

4, LigeTHOCTH Hopma npu Beimycke: DEADC2.1.2.2./ CoorBetcTByeT

Oxpamen He Gonee o po
HHTEHCHBHO, Y€M PacTBOp
cpaBHeHUS Bo.
Hopwma B Teuenue cpoxa
LOJIHOCTH (CPOKA XpaHEeHNs):
Oxpanien He Gonee
HHTEHCHBHO, Y€M PacTBOp
cpaBHeHMs By,
5. pH Ot 4,0 o 6,0 DEADC2.1.2.3./ 5,3
o po
6. PozncrBeHHBIE IpHMecH JIro6ast enunu4Han BOXX/YD na He oGHapyxeno
HEHJEHTHQUIMPOBAHHAS IHOIHOM MaTpHIIe
npuMeck — He 6omee 0,5 %; (MeTommKa
Cymma npﬂgigc;ﬁ — He Oonee HpOH3BOHTEIA),
S ®EADC 2.1.2.28/
roroe
7. Jo3a u Cymmapras macca 10 103 He ®EADC 2.5.1.9/ Brinepikusaet ucneitanue,
OIHOPOJHOCTB O3Bl | OOJKHA OTIHYATHECH Holiee ueM I'e PO Cpennss nosa 0,957 r;
Ha 15 % oT HOMHHANEHOI 10/10 mo3: o1 0,970 r
Macesr 10 mos. (-1,38%) mo 0,984 r
Macca HH 0HOJ /10351 HE (+1,46%);
IOJDKHA OTKIOHATHCA Oolee yeM Cymmapnras macca 10 o3
Ha 10 % ot cpenneit Maccel 9,701 r;
OTKIOHEHHE CyMMapHOMH
Maccel 10 no3 or
HOMMHaIBHOH Maccrl 10
103 (-10,26%).

8. Ob6rem Cpennee snauenue o6bema DOEADC 2.1.9.17./ 20,0 mu;
COIEPKUMOTO conepaxumoro 10 ynakoBok He I'o po 10/10 yn: or 20,0 (100,0
YIIAaKOBKH IOIKHO OBITH MeHee %) M g0 20,5 mn

HOMHHAJILHOTO, 00BEM (102,5 %)
COTEPIKMMOr0 KaKIoH
OTAENBHOHN YIAKOBKH JI0JKEH
ObITE He Menee 90 % ot
HOMUHAITEHOTO.

9. KomnuecTBennoe Hopma npu Beimycke: BOXKX/YD ua 10,0
OIIpeIeICHHE:! oT 9,5 mr/ma mo 10,5 mr/ma JHOAHOW MaTpHIE 100,0 %
LIETHPH3MHA (ot 95,0 % mo 105,0 % ot (MeTomuKa
JMHTHAPOXJIOPHIA 3a5BJIEHHOTO KOJIHYECTBA). IPOH3BOIHUTEINS),

Hopwma B TeueHue cpoka DOEADC 2.1.2.28/
TOMHOCTH (CpOKA XpaHEHHA): I'd po
ot 9,0 Mr/mn 1o 11,0 mr/mi )
(ot 90,0 % mo 110,0 % or
3asABIEHHOI0 KOJIHYECTRA).
MeTunnaparuipokcn | OT 1,215 mr/mi mo 1,485 mr/mn 1.338
-6ensoara (o1 90,0 % no 110,0 % ot 99: 1%
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000 «BT®»
Poccrs, 601125 Bragumupckas 061, [leTyluHHCKHHA paiioH, noc. BombruacKu#, . 3asonckas, crp.107
OTJEJ KOHTPOJ15l KAYECTBA

Ne

HaumeHoBaHHE

Pe3yabTaThl HCNBITAHHIH

n/n | mokasaTelisi KauecTsa Hopmbt no HJ{ MeTtonanl
npormmaparkapokc | or 0,135 mr/mi o 0,165 mMr/mn 0,151
u-0eHzoaTa (ot 90,0 % 1o 110,0 % ot 100,7 %
3asIBIIEHHOTO KOIMIECTBA).
10. | Mukpobronoruaeckas DEADC 2.3.1.2 Karteropust 3A/ DEADC 2.1.6.6./ O61ee YncIo a3poOHBIX
yucroTa® I'® PO, ODC.1.2.4.0002.18 @®EADC 2.1.6.7/ T® PO MHKPOOPTaHH3MOB
Kareropnsa 3 A menee 10 KOE B 1 M1
O611ee YHCIO IPONIKEBBIX U
IUIECHEBBIX TPHOOB
menee 10 KOE B 1 mn
Orcyrcreue Escherichia
colir 1 mn
11. | Omicanne yIakOBKH o 10, 15, 20, 25 1 30 Mu BO BH3yansHbIH, ITo 20 mMn BO (pIaKoHaX
(hakoHax TEMHOTO CTEKIA HJI mpousBonMTEs TEMHOI'O CTEKJIa TPETHETO
TpeTHErO THAPOITUTHIECKOTO THOPOTUTHIECKOTO KIacca
KIIacca ¢ BUHTOBEIMU C BHHTOBBIMH KPBIIKAMH
HONMATHIEHOBEIME KPBIIIKAMH U3 MOMHATHIICHA U
(¢ KOHTpOIEM TIEPBOTO HOTHUIPOIHIEHa (C
BCKPBITHA, 0€3 3aLIUTEL OT KOHTpOJIEM IIEPBOTO
BCKPBITHS ISTHMH) HIIK C BCKPEBITHS, C 3AIIIMTOM OT
BHHTOBEIMU KDBIIIKAMU H3 BCKPBITHSL ICTEMH)
HOIMATHIEHA W NOHIIPOIHICH MOTHITHICHOBEIMHI
(c KOHTPOIIEM NIEPBOTO BEPTHKATBHBIMA
BCKPBITHS, C 3aIlHTOH OT xanensaAnamy. Ha draxon
BCKDBITHSA IETBMH) H HAKJIEUBAIOT
TIOIM3 THIIEHOBEIMH CaMOKIIESILYIOC STHKETKY.
BEPTHKATBHBIMHA ®drakoH BMeCTE C
xanensHunamu. Ha drakon UHCTPYKIHEH 110
HAKJIEHBAIOT CaMOKIIESIIYIOCS MEIHITHHCKOMY
3TUKETKY. DIIaKOH BMECTE C [PUMEHEHHIO (JIMCTKOM-
HHCTPYKIHEH [0 BKJIaIBIIIEM) TIOMEIIAOT B
METHIHHCKOMY IPHMEHEHHIO [ayKy W3 KapTOHa.
(THCTKOM-BKIIABIIIEM)
TIOMEMIAIOT B MAaYKy U3 KapToHa.
12. | MapkupoBKa Ha nepsuunoti ynakoske Bu3syanbHbIH, Ha nepsuunoi ynakosxe
YKa3bIBAIOT: HJI mponsBomMTens | yKa3bIBAIOT:
*  TOProBOE HaHMEHOBAHHE *  TOPrOBOE
JIEKapCTBEHHOrO MpenapaTta; HaHMEHOBaHHE
e MEXIyHapoIHOE JIEKapCTBEHHOTO
HEMaTeHTOBAHHOE TpenapaTa;
Ha¥MEHOBaHKE Ha PYCCKOM U *  MEXIyHapOIHOE
AHTTTHHCKOM A3BIKaX; HEMaTeHTOBaHHOE

»  JeKapcTBEeHHYIO (Gopmy;
*  KOHIIEHTPALHIO,

« oOwbeM mpenapara B 1
¢dnakxoHe;

*  «c 6 Mec.»

*  YCIIOBHA XPaHECHHS,

*  HaHMeHOBaHWE ACPKATEINs
PErHCTPALIHOHHOTO
yIOCTOBEpPEHUS, CTPaHa;

«  joroTun mepikatess PY;
* TEMaTHYCCKHE PHCYHKH,
*  HOMEp CEpHH;

e JaTy MCTEYEHMs CPOKa
ropaocti (ComeH 10).

HaMMEHOBaHUE Ha PYCCKOM
1 aHTIHHACKOM A3BIKAX,

¢ JIEKapcTBEHHYIO
hopmy;

°  KOHLEHTpAIHIO;

« 00neM npemapaTta B 1
bnaxone;

*  «c 6 Mec»

*  YCIOBHA XPaHEHHS,

s HAVMCHOBaHUE
neprKaTent
PETHCTPALHOHHOTO
yIOCTOBEPEHHs, CTPAHa;
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000 «BTdy»

Pocensi, 601125 Bramumupeicas 06, [etywnnckmii paiion, noc. Bonuruncinit, yi. 3asoncias, cp, 107
OTHAEJI KOHTPOJIS KAUECTBA

Ne
n/u

Hanmenonanue
NMOKA3aTeJ s KaYecTBa

Hopmbr no HJT

MeTtoan!

Pe3yibTaThl HenbiTanmii

Ha emopuunoi ynaxosie
YKa3bIBAIOT:

*  TOProBOE HAMMEHOBAHHE
JIEKAPCTBEHHOTO IIPenaparTa;
*  MEXAYHAPOIHOE
HEIATEHTOBAHHOE
HAHMEHOBAHHE HA PYCCKOM H

*  JIOTOTHII JIepskaTesis
Py,

* TEMaTHYECKHE PUCYHKHU;
* HOMEp cepuy;

*  JIaTy UCTEUEHHS CPOKa
rogxocti (I'omen mo).

Ha emopuunoii ynaxosie

aHTTHHCKOM SI3BIKAX; YKa3bIBAKOT:
*  «c 6 Mec.*y; *  TOpProBoe
*  «mercTByeT 10 24 uacoy, HaHMEHOBAaHHE
*  «Anneprudeckuit JICKAPCTBEHHOTO
KOHBIOHKTHBHT; npenapara;
2
*  «AINEPrHYeCKHE DHHUTY: *  MEXIyHapoILHOe
5 Y
¢ «Kpanuenuna**y; HENATEHTOBAHHOE

*  «** Xponuueckas
HTHONATHYECKAA KPATHBHUIA
(annepruveckoe 3a6oneanue ¢
3YZIOM BEICHIIAHHAMH Ha KOKeE);

HaWMEHOBAHHE HA PYCCKOM
H aHITIHHCKOM SI3BIKAX;

*  «c 6 Mec.Fy;

*  OEeHCTByeT no 24

*  JIGKapCTBEHHYIO (opmy; YacoBy,

*  KOHIEHTpAaIUIo; *  «Annepruyeckuii
* 00Bem npenapara B | KOHBLIOHKTHBHTY
(hnaxomne; *  «Anneprugeckuii
*  CHOoCOo0 NpHMEHEHHS DPHHHUTY;

JIO3BI;
*  NpenynpenuTesLHEIe

¢ «Kpanusauia**y;
*  «** Xpoumnueckas

HATITHCH: HIHOIIATHYECKAS

v «llepen mpumenennem KparuBHHIA
03HAKOMBTECH C JIMCTKOM- (ammepruyeckoe
BKJIaBILLIEM, 3abonesanue ¢ 3ymom

¥ «XpaHuTh B BBICHITAHMAMH Ha KOXKeE);

HEJOCTYIIHOM JUIs feTeit
MecTe;

* cocTaB Ha | M

*  YCIIOBHSA OTIyCKa;

*  YCJIOBHSA XpaHEHus,

*  HaHMCHOBAHHME JepiKaTens
PETHCTPaIMOHHOTO
YAOCTOBEPECHHS, CTpaHy;

*  JIOTOTHII JeprKATEsI

*  JIEKApCTBEHHYIO
opmy;

*  KOHIEHTPALUIO;

* 0o0beM npemnapara B 1
tnaxone;

*  CHoco0 ImpUMeHeHHs U
JO3BL;

*  IOpefynpeauTebHbIe
Ha/IITHCH:

PETUCTPALHOHHOTO v «Ilepen
YIOCTOBEPEHHS; IpUMEHEHHEM

*  HaUMEHOBAHHE 03HAKOMBTECH C THCTKOM-
IIPOHM3BOJUTENIS, CTPAHY; BKJTaIBILIIEM,

*  UITPHX-KOX; v «XpaHuTh B

e TEMATHYCCKHE PHCYHKH;

*  HOMep cepuuy;

*  JlaTy IpOHM3BOACTBA;

*  JIaTy MCTEYEHHS CpoKa
rojuocTy («I"omen moy);

*  CPEACTBO MACHTH(HKAITHH
(oTobpaxaemoe B BHze
ABYMEPHOr'O IITPHXOBOTO KOHA);
*  rno0aNLHELH
H/ICHTH(PUKAHOHHBLH HOMEp
TOPTOBOH €J{HHHIIbI («GTIN»);

HEJIOCTYIIHOM JIJIs feTeii
MECTe;

* cocTaB Ha | M,

*  YCJOBHSA OTITyCKa,

*  YCIOBHA XpaHEeHUs;
*  HauMEHOBaHHE
JeprxaTeis
PErHCTPalHOHHOTO
YAOCTOBEPEHHS, CTpany;
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000 «BTd»

Poceus, 601125 Bnanumupckas o6n., [lerymunckuii pation, noc. Bomsrusckuit, yn. 3asonckas, ¢rp.107
OTIOEJ KOHTPOJISI KAYUECTBA

Ne HaumeHnoBaHHe
n/m | mMoKazaTed KayecTBa

Hopmer mo HL

MeToabl

Pe3ybTaThl HCNBITAHUIA

°  HMHIWBUIYAJBHBEIH
CepuitHBII HOMEp TOProBOH
enuHIIE! («SN»);

* (papmakon (pu
He0o0X0IHUMOCTH).

*  JIOTOTHII AeprKaTess
PETHCTPALHOHHOTO
YIIOCTOBEPEHHS;

*  HaWMEHOBaHHE
[POHU3BOIUTENA, CTPAHY;

°  IUTPHX-KOI;

*  TeMaTH4ecKHe
PUCYHKH;

*  HOMEp Cepuu;

*  JaTy IpOM3BOJCTBA,;

*  JaTy HUCTCYEHHS CpPOKa
rogHocTH («[omen no»);

*  CpencTBo
HACHTH(UKAIIH
(oTobOpaxkaeMoe B BUIE
JBYMEPHOTO HITPHXOBOTO
Koza);

*  rI00aNBHEIH
HICHTHO)HKAIHOHHBIIT
HOMEp TOPTOBOH CIIMHHIIBI
(«GTIN»);

*  HHIWBMIYATEHEIH
CEpHITHBIH HOMEp TOProBOH
equHHUIEL («SN»);

= bapmaxon (Ipu
HEOOXOAUMOCTH).

13. | Ycnorus xpaHeHHs

XpaHHTE TpH TEMIEPAType HE
Bemme 25 °C B OpHUIHHANBHOM
ynakoBke (diakoH B mauxe).

Ipu Temnepatype He BEIIIE
25 °C B OpHrHHAIBLHOMN
yHaKkoBKe ((IakoH B MavKe).

14. | Cpoxk rogHocTH (Cpok 3 roma Busyaneusriii, HIT 3 roxa
XPaHEHHS) TIPOH3BOAUTENA
KommenTapum:

JIEKADCTBEHHBIX CPencTB «BHOTEXHOIOTHIY

*- IpoBepka IMOKazaTelel OpOBEIeHA 000 «McnBITaTeIbHbi LIEHTD D pen A
Mockosckad 0061., T.0. JleHuHCckuid, r. Bunnoe. ya. 8 mumma, 1. 10A, munensus NeJ1012-00102-77/00006737, Homep

ceprudukara GMP GMP/EAEU/RU/01673-2024

(HauMeHOBaHME CTOPOHHE]! OpraHH3al|K, aapec, HOMep JHLEH3HH, HoMep cepTuduxkaTa GMP)

3axmouenne OKK: Herpun®, kanan o5 mpuema BHVTPL 10 Mr/ma cepri 030426 BEIIEp:XUBAST HCIBITAHMS O NEPEYHCICHHBIM

[oKa3arensM KadecTea corgacho crnemudukanun HI Ierpun®, kanaum nus npHem

09.10.2025.

Hayamsauk OKK OO0 «BTD»

‘ /\C—O:,t,:."

a BHYTphL 10.mr/ma JIII-Ne(006948)-(PI-RU) ot
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