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BiomedLublin

DKJ/468/2023 Jho6nin, 12.10.2023

CEPTHO®DIKAT AIKOCTI
AICTPEIITA3A Jdicrpent (DISTREPTAZA® Distrept),
cyno3uTopii pexkraanui 15000 MO+ 1250 MO
CrpenTtokinasa + Crpentonopnasa

2o

Howmep cepii: 10723

Ha3ea npoaykry: JICTPEIITA3A Jicrpent (DISTREPTAZA® Distrept)

Kpaina-supo6anx: ITIOJIBIIA

Homep peecrpaniiinore nocsiauenns (cepradixar npo AeP:KABHY peccTpaniio):

UA/5275/01/01 iz 06.08,2021 Gesctpokoso

Crmna pii/axrusnicrs: Crpenrokinasa + CrpenTozoprasa (15000 MO + 1250 MO)

Jlixapewpka dopma: cynosuropil pexTatbai

Poamip i Tan nakyBamAs: mo 6 cymosmTOpiiB ¥ Guicrepi; mo 1 Gruicrepy y kaprommiit xopo6ui
3 MapKyBaHHAM YKPalHCHKOIO MOBOXO.

Howmep cepii: 10723

Posmip cepii: 6 155 yn.

Jara BupoGunnTea: 18.09.2023
Hara 3axindenns Tepminy npunatuocri: 08.2026
Bupobunk: «BIOME/I-JTIOBJIIH» Bursyprs Cyposin i Illeniionex Crymxa Axnpitea, Bigain Jicrpenrasu
Ta CyIIO3HTOPIiB, axpeca: By, Yaisepcutercska, 10, 20-029 JlxoGnin, INomsma
Homep ginensii Ha Bupobuumreo: 112/0120/15 six 03.08.2020 p.
Howmep ceprudixary GMP:

IWPS.405.106.2021.IP.1 WTC/120_01_02/269 sin 25.11.2021

(Byn. YmiBepcuterceka, 10, 20-029 Jio6min, Ionsma)
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Biomed Lublin
MeTozu IIPOBEICHES aHAMNI3y BiANOBIAHO N0 cuenpikanii Ha KiHIEBUH IPOXYKT SPK/DKJ/03A, Bux. 7.
JICTPEIITA3A Jictpent 10723

Ne Haﬁmeﬁynaunn | Jomycernmi Hopmu PesyasTaTu
NOKAZHHKA AKOCTI

dopma KOHYCIB TH «TOpIED i3
3arocTpeHuM KiHieM; 6e3
1. | Omuc MeXaHIYHEX MOMKOIKEHS 3
3abapenennsam Bix Ginoro no
KpPEMOBOTO KOIBOPY.

dopma «Toprea i3 3aroCTpeHuM
KiHueM; 6e3 MexaHiyHHuX
[OUIKO/DKEHE 3 3a6apBICHHAM
CBITNIO-KPEMOBHM.

Maca 0KpeMOro CyIro3UTopiio
[OBMHHA 3HAXOAMTHCA B MEXKaX
+5% cepeaHbOI MacH
2. { OgHopinHicTs MacH CyTIO3HTOPII0; Maca He Ginbi Hix
JIBOX CYIIO3HTOPIIB MOXKE
sHaxonuTucs B Mexax =10%
cepenHbOl Macy CYMO3HTOPiIO

1,945 r;

1,848r—2,042

Yac nosrOI AedopMmatiii oAHOTO
CYTIO3UTOPIIO HE TOBHHEH
TIEPEBHINYBATH 15 XBHIUH IIPH

3 Yac moBHoOi Aedopmanii temneparypi 37°C; pisHung B

. LT o 8 XBHINH
CYNO3UTOPIIO 4aci MK OKpEMHMH
BHMipIOBaHHAMH He NOBHHHA
nepeeuinyBate +10%
cepemHboro yacy aedopmaii
Yac po39uHECHHS He nepesunye 30 XBUIHH NIpH
4. | pos % e P 8 xBayMH
CYNO3HTOPIIO Temneparypi 37°C
Buicr Bix 13500 no 16500 MO .
= B o e 14 667 MO SK / cynosutopiit
Crpenrokirasu SK SK/cynosutopiit
_ | Bmict Bix 1250 ze 20 000 MO ’
6. — o . 3 185 ME SD / cynosmropiit
Crpenrozoprasu SD SD/ cynosutopii
7 Buict He Gimbine 10 SLO DHsp/ 5 SLO-D
. . . [ . 2 W CHOH .
Crpenronisuny O 1000 MO SK/ cynosutopii 1000 M }1{— cy Samropitt
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Biomed Lublin

HICTPEIITA3A Jlictpent 10723

Ne ) HalimenyBanua Honycrami nopmna PesyasraTn
TOKA3HUKA AKOCTL
OnxopinricTs BMicTY . . . .
8. Pl 4 Binnosinae Bumoram Binnosinae BuMoram

Crperrrokinasn SK

OnsopiguicTs amicTy

| Crpentonoprasu SD Bignosixae sumoram

Biamosinae Bumoram

TAMC < 10° KYO/ir | 25 KVO/r

[ 10. | MixpoGionori - 1AMC . :
| 10 abionorima wmeToTa TYMC <1 KYOr | <10KYO/r

Tepmin npugaraoeri: 3 poxa.
Ymoen 3Gepiranns: npu Temneparypi six 2 °C g0 8 °C. He 3aMOpOXyBaTH. 36epiraTd B HEAOCTYHHOMY
JIS miteH micii.

Pesyasrarn nocnimxenns cepii BixmominaoTs BEMOram coenadikanil ma kinmeemit npoayxr
SPK/DKJ/03A, Buja. 7.

Ium s 3aceingyto, 1Mo HaBeAeHA BHIIE indopmanis € rocrosipHoI0 Ta TowHOW. LI cepio IpoxyKmii Oyiro
BHPOONIEHO (BKJIOYAIONH TAKyBaHHA/MapKyBaHH:A) Ta IPOBELEHO KOHTpOJb 11 SKOCTI HA BHINE3a3HAYCHINH
AineHENi y mOBHIN BiamosimEOCTi X0 BuMor GMP, ki BCTAHOBIEHO MiCHEBEM PEryIATOPHHM OPTaHoM, a
TaKoX y BigmoimHocti no cmemmdixanii no Ceprudixary OpO JHEPXKaBHY DEECTpalilo Ha Npenapar.
[Ipotoxonn BEPOGHHITRA, NAKYBAHHS T4 AHAI3IB Gyno neperisHyTO Ta BCTAHOBIECHO BimmoBinHicTs GMP.

Im’si Ta MpisBame: Armemxa ITa6enbcrka
Ilocana:

Kepissmx Bianiny xoutpomo sxocti

Jara nigmucy: 12.10.2023 p.
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w Lublinie z/s w Swidniku, VI Wydziat Gospodarczy KRS
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JTEPHKABHA CHYXKEA 3 JIIKAPCBKMX 3ACOBIB
TA KOHTPOIIO 3A HAPKOTHKAMMH y m. KHEBI
npos, Hanli Ceitmsudk, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua, Kon CAPTIOY 37079055

BHCHOBOK
1po axicTs BBeseHoro B Ykpainy nikapcskoro 3acoby

19.10.2023 N 53028/23/26

__JUCTPEIITA3A JICTPENT _ )

T (uamwchysannA NIKARCHKOND 32006y SFLIND 3 pEeCTpALfiM MOCAUMatNM]
cynoanTopil pexTaipui 15000 MO+1250 MO; no 6 ¢ynosuropils y GaicTepis no 1 Gaicrepy 8
_ KapToHNHiH xopebul '

(opMa BunyEKY, ROJYBIMS, BHJLNRKY BAIRA TkapesKORD 1aC00Y)
Homep pecorpanitinoro nocsiiuenns UA/S275/01/01 crpox alf peecTpauiitnoro notainueiss HeoOMEReHnHA
‘Cepin NiKAPCEKOTe 33606y e 10723 KiNbKicTh BEDESEHGIO Aikapcekore 3acoBy 6155

VE{OME/I-TIOB/IH" BUTBYPHA CYPOBII | IIEMAOHEK

Bupdbunx ;
Bupabunx CIIVIIKA AKLITMMHA, Tlomemia.
- - (uaﬁmmymmrgupu;&imsafhim;p&idmﬁésy;:i:'pﬂnn, HOXOMKSHHR)

Bresexo.§ VEpaluy TipriBaree axiionepre TOBAPHCTES "HATYPDAPM"  inent. koa::
24930169 _ _ ) R
~ (HaRMenysarns 14 xon 3a EAPTIOY OPHARHGT OcabN 160 fipiaamie. iw'a, o GarhxoBi Pimuiion
GCObK. - pianpRemii T mICUE rposiBArig T8 peecTPAWIRHHE BoMEP abnixoaoi KapTRH NIBTHHKE
nemsTHiA abo cepis Ta HOMep NAONORTA)

FigoToion abyamsoro roiTpoiio sin 19.10.2023 N 324472,

Mo siikapeokui saci6 meeienc B Vipalwy 3
afocTi AiKapcnxnx 3acobis.

3a pesyisTRTAME RPPABHOCO  KOWTPOMO PCTAHOBACHO,
AOTPHEMA HHSNLRHMoL JaKOHOLABCTHS (1100 336E3NCUCHAS

1oas ATIBOPHMX

T (i e npisanie)
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