(IleTHpH3HH) KaIJIH A8 IpHeMa BHYTPb, 10 Mr/ma, (paakon) 20 ma x 1 (mauka KapToHHas)

000 «BTD»

Poccua, 601125 Bragumupckas 6., ITeTymrmacknit pation, moc. Bonsrurackuit, yi. 3asoackas, crp.107
OTJAEJI KOHTPOJIA KAYECTBA

@©05/COII-103-KK/25-8

CEPTUHOUKAT AHAJIM3A Ne 003/CETn/26
ot "30" suBaps 2026 .
HauMeHOBaHHE FOTOBOrO NPoAyKTa (Toprosas Mapka, MHH, nexapcrerHas ¢opma, no3uposka): llerpuan®

Homep peructpauuonnoro yaocrorepenus: JIII-Ne(006948)-(PI'-RU)
Howmep cepuu: 031225
Hara npouzeoznctsa: 22.12.2025 .

Jata oxoHuaHus cpoka rogHocTy: 22.12.2028 r.

O6wem cepuu (komugecTBo ynakorok): 17 000 muT. ymakoBok
Haumenosanune ADC: LleTHpu3HHA THUTHIPOXIOPHI

TIpoussonutens ADC: SUPRIYA LIFESCIENCE LTD, Unnus

[Taptus npoussourens AQC: SLL/CTR/0825053

Ne HaumMmeHoBRaHHe Pe3ynb1'anﬂ HCNBITAHHHA
n/m | noxasaTesis Ka4ecTna Hopme1 mo HJ{ MeToan! .
1. Omnucanue ITpo3pauHsiii GecuBeTHLIN WITH BusyansHslif [Tpospaunsiii GeclBeTHbIH
CBETIIO-KOPHYHERATHIN PACTBOD pacTsop
2. Wnentudukarms: Bpewms ynep:KuBaHHs OCHOBHOTO BOXX/Y® nHa CooteeTcTBYET
LeTHPH3HHA NHKa Ha XPOMaTorpaMme AMONHOM MaTpuLe
JUrUIpOXJIOpHaa HUCIIBITYEMOTO pacTBOpa A0JDKHO (MeTO,E[HKa
COOTBETCTBOBATH BPEMEHH TpOH3BOAMTENS),
yIePXKUBAHHA [TMKa LETHPH3IHHA ®EADC 2.1.2.28/
IMTHIPOXJIOPUIA Ha
XpOMaTOI"pI;pMMG cl?raﬂnapmoro Iere
pacTBopa.
CriexTp OCHOBHOTO BEMIECTBA Ha BOXX/Y® Ha CooTBeTCTBYET
XpoMaTorpaMMe HCIIBITYEMOTO JOUOIHOM MaTpHLe
pacTBOpa, CHATHIH B 00MACTH OT (MeTonvKa
190 mo 400 oM ¢ TIOMOIIIBIO NPOU3BOHTENA),
JETEKTOpa C IMOJHOM MATpHLEH, ®EASC 2.1.2.28/
JOJIXKCH COOTBETCTBOBATH CIIEKTPY l-.q) I-.q)
LIETHPH3HUHA THTHAPOXJIOPHAA Ha
XpOMAaTorpaMMe CTaHIapTHOTO
obpasua.
METHIIIaparuapoK- Bpems ynepsxuBanus BOXX/Y® Ha CooteeTcTBYET
cubeHzoaTa OCHOBHOTO ITHKA Ha JHOIHOH MaTpHLe
XpOMaTorpaMMe HCIBITYEMOTO (MeTonmuka
pacTBopa JOJDKHO [POU3BOUTENS),
COOTBETCTBOBATH BPEMEHH ®EADC 2.1.2.28/ T®
YIepXKUBAHUS [THKa I'opo
MeTHUIIIaparuApoKkcHOeH30ara
Ha XpoMaTorpamMMe
CTAHJAPTHOT'O PACTBOPA.
HPOIHIIIApAruAPOK- BpeMs yaep:krBanus BOXX/V® Ha CooteeTcTBYET
cubenzoara OCHOBHOTO ITHKa Ha JHOTHOH MaTpHIIe
XpOMaTOrpaMMe HCITBITYEMOTO (mMeTonuka
pacTBOpa JO/DKHO [IPOH3BOAUTEN)
COOTBETCTBOBAThH BpEMEeHH DEADC 2.1.2.28/
YAEPKUBAHUA [TMKA I'o PO
NpoNHINaparuApoKcHOeH30aTa
Ha XpoMaTorpaMMme
CTaHJapTHOIO pacTBopa.
3. IIpozpauHocTh He npegennaer no OEADC2.1.2.1./ CootBercTByeT
HMHTEHCHBHOCTH MYTHOCTB I'd PO
CYCIIGH3UH cpaBHeHu .
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000 «BTD»

Poccus, 601125 Bnagumupckas 061, [etymuuckuii paiion, noc. Bonbruscksii, yi. 3aBogckas, cp.107
OTJIEJI KOHTPOJISI KAYECTBA

Ne

HaumenoBanue

PesynbTaThl HeNbITAHMIA

3asBJICHHOTO KOIHYECTRA).

n/m | nokasartens KauyecTBa Hopmst no HJI MeToanl
4. IIseTHOCTE HopMa npu BEIITYCKE: ®EADC2.1.22./ CootBeTrcTBYET
Oxpauren ve Oonee o Po
MHTEHCHBHO, 4Y€M PacTBOP
cpaBHEHHS Bo.
Hopwma B TedeHue cpoka
TOJIHOCTH (CPOKA XpaHEHHMS):
Oxpamren He Gonee
HHTEHCHBHO, YeM PacTBOp
cpaBHeHus B1.
5. pH O14,0 10 6,0 OEA3C2.1.2.3./ 5,3
I'o PO
6. | PoacTeenubie npuMecH JIrobas enuHUuHAS BOXX/Y® na He o6HapysxeHo
HEWJIeHTUQULMPOBAHHAS JMIOJIHOM MaTpHLEe
npumecs — He 6onee 0,5 %; (MeTomuKa
Cymma npﬂ;dgc;ﬁ — He Gonee nponssoETens),
. ®EADC 2.1.2.28/
rore
7. Hoza u Cymmapnas Macca 10 103 He OEADC 2.5.1.9/ Brinepiusaer ucnsitanye.
OJHOPOIHOCTE JIO36l | AOJDKHA OTIHYATHCS Gojiee yeM I'o PO Cpennss mo3a 1,030 r;
Ha 15 % oT HOMHHAJEHOM 10/10 po3: ot 1,004 r
maccel 10 mo3. (-2,54%) mo 1,100r
Macca a1 0aHOM 10361 HE (+6,79%);
JOJIAKHA OTKJIOHATHCSA D0Jiee ueM Cymmapnas macca 10 1o3
Ha 10 % ot cpenneit Maccel. 10,303 r;
OrxioHeHHe CyMMapHOi
maccel 10 o3 or
HOMHMHAaJIBHOH Macchl 10
103 (-4,69%).

8. O6nem Cpennee 3Hauenue o6nema ®EABC2.1.9.17./ 20,0 mu;
COLEPKUMOro coaepsxkumoro 10 ynakoBok He I'®d PO 10/10 ym: ot 20,0 (100,0
yNaKOBKH JOJDKHO OBITE MeHee %) M 1o 20,1 ma

HOMHHAJIBHOTO, 00heM (100,5 %)
COIEPIKHMOTr0 KaK10H
OTJI€/IbHON YIIAKOBKH JOJKEH
6erTh He Menee 90 % or
HOMHHAJIBHOTO.

9. KonuuectBennoe Hopwma npu Beimycke: BOXX/Y® na 9,9
olpeeneHue: ot 9,5 mr/mn o 10,5 mr/mn IHMOJHOH MaTpHLe 99,0 %
LETHPHU3UHA (o1 95,0 % mo 105,0 % ot (MeToamka
JUTHOPOXIIOPHIA 3aiBJIEHHOTO KOJIMYECTBa). IIPOU3BOJTUTEIA),
| Hopma B Teuenue cpoka OEADC 2.1.2.28/

LOAHOCTH (CPOKA XpaHEHHs): I'd PO
ot 9,0 mr/mi 1o 11,0 mr/mn )
(01 90,0 % o 110,0 % ot
3asBJIEHHOTO KOIIMYECTBa).
MeTunImaparuapokc | ot 1,215 mr/mn no 1,485 mr/mn 1310
-6eH30aTa (01 90,0 % mo 110,0 % ot 9';50 9%
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000 «BTD»

Poccus, 601125 Bramumupekas o6, [eTymuHckuit paiion, noc. BonsruHckui, yn. 3asojckas, ¢1p.107

OTJEJ KOHTPOJIA KAYECTBA
Ne HaumeHoBaHHE PesyisTaThl HCNBITAHUI
Hopmsi no HII
n/n | nokasaTeisi KAYecTBa MeToasl
nporwtnaparuapoke | ot 0,135 mr/mn o 0,165 mMr/mn 0,147
u-6enzoara (ot 90,0 % mo 110,0 % ot 98,0 %
3asBIICHHOTO KOJIHYECTBA).
10. | Muxpobuonoruyeckas ®EADC 2.3.1.2 Kareropus 3A/ DEADC 2.1.6.6./ Obmee umcIo aspodHEIX
yucroTa® re P(D, 0®C.1.2.4.0002.18 DOEABC 2167/ I'eo PO MCPOOPFaI'IHSMOB
Kareropus 3 A meree 10 KOE B 1 mn
Obiwee YHCIO APOACKEBBIX 1
[UTECHEBBIX TPHOOB
menee 10 KOE B 1 mn
Otcytcereue Escherichia
colin 1 ma
11. | Omicanue yrmakoBKH ITo 10, 15, 20, 25 u 30 mn BO BusyansHsii, ITo 20 mi Bo dtakoHax
¢akoHax TEMHOTO CTEKIA HJI npoussouTes TEMHOTO CTEKJIA TPETHETO
TPETHEro FHAPOIUTHYECKOTO THAPOIUTHYECKOT0 Kiiacca
KJIacca ¢ BHHTOBEIMH C BHHTOBBIMM KPBHIIIKaMH
HOJIU3THIICHOBBIMH KPBIIIKAMH H3 TIONMUSTUIICHA U
(c KOHTpoOJIEM MEePBOTro MOJTHITpOIIUIeHa (¢
BCKPBITHSI, O€3 3aLUTHI OT KOHTPOIIEM IIEPBOro
BCKPBITHS IeTHMH) HIIH C BCKPBITHS, C 3aIUTOH OT
BHHTOBLIMH KPBILIKAMH U3 BCKPBITHA AE€TbMH) H
TIOTH3THIIEHA ¥ TIONHMIIPOITHIeHA MOJTMATAIEHOBBIMHE
(c KOHTpONIEM MEPBOTO BEPTHKAIbHBIMU
BCKPBITHA, C 3aLLIMTOH OT kanensHunamu. Ha dnakon
BCKPBITHS IETEMH) U HaKJIEHBAIOT
TOJTHATHIIGHOBBIMH CAMOKJISSTITYFOCS STHKETKY.
BEPTHKAJTEHBIMU dnakoH BMecTe C
KamensHALIAMH. Ha drakon HHCTPYKIHEH 1o
HAKJIEHBAIOT CAMOKIIESIILYIOCS MEIULIHCKOMY
aTuKeTKy. DnakoH BMecTe C IIPUMEHEHHIO (JTMCTKOM-
HHCTPYKIHEH T10 BKJIaJIbIIIEM) IOMELIAIOT B
MEIHIHHCKOMY TTPHMEHEHHIO Mauky U3 KapTOHa.
(JTHCTKOM-BK/IBIIIEM) o
MOMENIAIOT B NMAYKy U3 KapTOHA.
12. | MapxupoBxa Ha nepsuunoii ynaxosxe BusyalbHEIH, Ha nepguunoii ynaxoske
YKa3BIBAIOT: HJI mpoussopurens | ykasplBaoT:
*  TOProBOE HAMMEHOBaHHE *  TOpTOBOE
JIEKapCTBEHHOTO IIpenapara; HAWMEHOBaHHUE
s MEeXIyHapoIHOe JIEKApCTBEHHOTO
HEMaTEHTOBaHHOE npenapara;
HAaUMEHOBaHME Ha PYCCKOM U °  MEXIYHApOIHOE
AHITIHMCKOM A3BIKAX; HEINMaTeHTOBaHHOE

*  JeKapcTBeHHYIO hopmy;
*  KOHIIGHTpAIMIO;

» ofbem npenapata B |
(nakoHe;

*  «c b wmec.»

*  YCJIOBHS XpaHEHHS;

*  HaWMEHOBaHME JepiKaTesd
PErHCTPaLIHOHHOTO
yIOCTOBEpPEHUS, CTPaHa;

*  Jorotun gepxatens PY;
*  TeMaTH4eCKHe PHUCYHKH;
*  HOMEp CepHuH;

*  JaTy MCTEYUeHHs CPOKa
rogHocTH (I'oeH 100).

HaMEHOBaHHE Ha PYCCKOM
M aHTTHICKOM S3BIKAX;

*  JIEKapCTBEHHYIO
dopmy;

*  KOHIEHTPALHIO;

» ob6sem npemnapara B 1
(hakoHe;

*  «c 6 Mec.»

°  YCJIOBWA XPaHEHHI,;

°  HaWMEHOBaHUE '
JepKaTrens 4
PerucTpaliOHHOrO
VIOCTOBEPEHHS, CTPaHa;
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000 «BTD»

Poceus, 601125 Bragumupckas o6i., Ietymmnekuii pation, noc, Boasruuckuii, yn. 3asoackas, cip.107
OTAEJ KOHTPOJISI KAYECTBA

n/u

HaumeHoBaHHe
[OKAa3aTels KayecTsa

Hopmer no H]L,

MeToapl

Pe3ybTaThl HCOBITAHHA

Ha emopuunoii ynaxosxe
YKa3bIBAIOT:

*  TOProBOE HAUMEHOBaHHE
JIEKapCTBEHHOTO Tpernapara;

*  MEeXIyHapoJHOe
HENaTeHTOBaHHOE
HAMMEHOBAHME HAa PYCCKOM H
AHIJIMHCKOM f3BIKAX;

*  «c 6 mec.*y;

*  «HeHcTByeT 10 24 4acoBy,
*  «Annepraveckuii
KOHBIOHKTUBHUTY;

*  «Annepruyeckuii pUHHTY;
*  «Kpanusuuma**y,;

*  «** Xponuyeckas
HIHONAaTHYECKas KPauBHUIIA
(annepruueckoe 3a6oneBanue ¢
3y/JIOM BBICBINAHUAMH Ha KOXKe);
*  JIeKapcTBEHHYIO (opmy;

*  KOHLEHTpALHIO;

¢ obbeM npenapara B 1
dutakone;

*  cnocob mpUMeHeHHs U
JI03BI;

*  npeaynpeluTe/bHbIe
HafluCH:

v «Ilepen npumenenuem
O3HaKOMBTECH C JINCTKOM-
BIUTAJIBILLEM);

v «XpaHHTE B
HEZIOCTYIHOM J1A AeTeM
MecTey,

* cocraB Ha | mu;

*  YCIOBHS OTITyCKa;

*  YCIIOBHMA XpaHEHHS,

* HaMMCHOBAHHE JIePIKATEIIS
PerucTpaoHHOro
YAOCTOBEPEHHS, CTPaHY;

*  JIOTOTHII AepKaTeist
PErucTpalMOHHOrO
YJOCTOBEPEHHST;

*  HaHMEHOBaHHe
IPOM3BOAUTEIS, CTPaHY;

*  IUTPHUX-KOf;

*  TEeMaTHYECKHE PUCYHKH;

*  HOMEp CepHH;

*  JlaTy IPOM3BOJICTRA;

*  JaTy UCTEHYEHHS CPOKa
roaHocTd («IomeH mo»);

*  CPeICTBO HACHTH(MKAIMK
(orobpaxkaemoe B Buze
ABYMEPHOI'O IITPHUXOBOTO KO/IA);
*  rnolanbHBIA
UACHTH(DMKAIHOHHBIA HOMep
Toprosoii equHUIE! («GTIN®);

*  JIOFOTHII iepoKaTens
PV,

* TEMaTHYECKHE PHCYHKH,
*  HOMEp CepuH;

*  JlaTy MCTEYeHMs CPOoKa
rogroctH (Iomen mo).

Ha emopuunoii ynaxoexe
YKa3bIBAIOT:

*  TOProBoe
Ha¥MEHOBaHHe
JIEKapCTBEHHOI 0
npenapara;

*  MEeX/IyHapoJHOe
HEMAaTeHTORAHHOE
HaWUMEHOBaHHE HA PYCCKOM
H aHIIMHACKOM S3bIKax,

*  «c 6 Mec.*n;

*  «aeWcTRyer g0 24
9acoBy;

*  «Annepruyeckmii
KOHBIOHKTHBHUTY,

*  «Annepruveckuii
PHHUTY;

*  «Kpanupauua**y;

s «** XpoHuueckas
WMonaTuyeckas
KparmMBHHULIA
(annepruyeckoe
3aboJieBanue ¢ 3ya0M
BBICHITAHMAMH HA KOXKE);
*  JIEKApCTBEHHYIO
hopmy;

*  KOHICHTpAIHIO;

* obseM npernapara B 1
¢bnakone;

*  cnocob MpUMeHeHus U
I03HI;

*  TpeAynpeaHTelbHbIC
HAAIUCH:

4 «Ilepen
NIpUMeHEeHHEeM
O3HAKOMBTECE C JINCTKOM-
BKJIaJIBIILIEMY,

v «XpaHuTh B
HEJIOCTYIIHOM AJ1g AeTei
MecTey;

* cocras Ha 1 mi;

*  YCJIOBHSA OTITYCKa;

*  YCIIOBUS XpaHEHHS,

*  HaMMEHOBaHHE
AeprKaTess
PErHCTPaIHOHHOrO
YIIOCTOBEPEHUSI, CTPAHY;
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000 «BT®»
Poceus, 601125 Bnamumupcekas o6., [letymunckuii pation, noc. Bonsruxekui, yi. 3asoackas, ctp.107
OTAEJI KOHTPOJISI KAYECTBA

Ne Haumenosanue PesynpTaThl HCNbITAHUH
Hopmsl no HJ M
/n | moxasaTe/id KayecTBa €TOIbI

*  HWHIWBHIYaTBHBIH *  JIOTOTHII AeprKaTelid
cepulHbIH HOMEp TOProBOi PETHCTPALMOHHOTO
equHUIB («SN»); YIOCTOBEPEHUS;

* (hapmakon (rpu *  HaMMEHOBaHHE
HEOOXOUMOCTH). TIPOU3BOAMTENA, CTPaHY;

°  ITPUX-KOZ;

*  TeMaTH4YECKHE
PHUCYHKH;

*  HOMED CEPHH;

°  [aTy NIPOH3BOJCTBA;

° ATy HCTEYEHHS CpOKa
roaHoctH («I"omeH no»);

*  CpeacTBO
UIeHTHDHKAITH
(oTobpazkaemoe B BHIE
IBYMEPHOTO IITPHXOBOTO
KOJa);

*  roGanbHbIH
HMAEHTU(QUKALMOHHBIA
HOMEp TOProBOH eIUHHIIEL
(«GTIN»);

*  WHIWUBUIYAIBHBIH
CEPHIHHBIH HOMEP TOProBOH
emMHHUIBL («SN»);

* (papmakon (npu
HEOOXOIHUMOCTH).

13. | Ycnosus XpaHeH#s" XpaHUTe [pH TeMIepaTtype He - [1pu Temmeparype He BEIIE
Beime 25 °C B OpHTMHAIBHON 25 °C B opuruHaibHOH
yrakoske ((bakoH B nauke). yrakoBke ((b1aKoH B TIAYKe).
14. | Cpox rogHoCTH (CPOK 3 rona Buzyaners1ii, H] 3 rona
XpaHeHus) IPOH3BOIHTEINS

Kommenrtapuu:
*. mpoBepka Iokasarened mnposeneHa OOQ «McenpiTaTenbHBlH LEHTP JEKAPCTBEHHBIX CPEACTB «BHOTEXHOIOTHIY,

MockoBckass 001., r.0. JleHuHCcKkHH, r. Bunuoe, vi. 8 muaug, n. 10A. nuuensus NeJI012-00102-77/00006737. HoMED
cepratuxkata GMP GMP/EAEU/RU/01673-2024

(HaMMeHOBaHME CTOPOHHEH OpraHHU3alliH, afpec, HOMep JHLUEH3HH, HoMep cepTHrkata GMP)

Saxmouerne OKK: LeTpun®. kanju Ajsi npuieMa BHYTPL 10 Mr/ma cepun 031225{3@3@@;131:3@9T MCIBITAHMS 110 NEPEYHCIEHHBIM
e “T0:mn/ma JITT-No(006948)-(PT-RU) ot

09.10.2025.

Haganeauk OKK OQ0 «BT®»
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