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Ceptudikar sunycky cepii

Hu.q Mafepiany 1212049 Homep cepii gna iHcnekuyii 40000225394

Onuc n&hr’epiany TpokceBasnH®, renb 2%, 40 r 8 membpaHHii namiHaTHil Ty6i, 1 Ty6a B KapToHHIN Kopobu)
Ceﬁih'-- g 146605 Po3mip cepii 30203 ynakosBoK
Hata supobHuyTea 05 rpyaHa 2023 Tepmin npuaaTHoOCT rpyaeHs 2028
Ymosu 36epiranHa He suuwie 25°C, He 3amoporkysaTy AaTa hakysaHHA 06-07 rpyana 2023
| Apxiﬂﬁa_ KiNbKicTb 10

Nikapcbka popma renb Ana micLesoro 3acrocysaHHA TN NaKyBaHHA M’sika Ty6a
Cuna pii/AkTnBHicTL TpoKcepyTrH 20 mr/r Po3amip ynakoBKu 1

Kpaina noxogmeHnn Bonrapis KoA npoAyKTy Ha puHKY -
Kpaina-imnoprep YKpalHa Homep peectpauiitoro nocsigueHHs UA/33Q3/01/01
AinbHuua, wo eignosiaae 3a Bunyck cepii |
Ha3ga - bankaHpapma-TposH AT,

agpeca BYA. Kpanpeuwa, 1, 5600, TposaH, boarapin

HOMep AiLeHsii BG/MIA-0346/15.12.2022

'HoMep cepTudiKaTa BignosiaHocTi GMP BG/GMP/2022/219

AinbHuus, wo signosigae 3a KOHTpOAbL cepii

Ha3sa bankangpapma-Tposau AT,

aapeca By/t. Kpakpeuna, 1, 5600, TposH, Bbonrapia

Homep AiueH3ii BG/MIA-0346/15.12.2022

HOMEp cepTrdikaTa BianosigHocTi GMP BG/GMP/2022/219

AINbHUUA, W0 BiANOBIAAE 32 NakyBaHHA cepii

Ha3Ba Bankandpapma-TposaH AT,

aapeca By/i. KpanpeyHa, 1, 5600, TposH, bonrapin

HOMep Niuensii BG/MIA-0346/15.12.2022

HOMep cepTudikaTa signosigHocTi GMP BG/GMP/2022/219

NarysanbHi matepiann SKU nakyBaHHA Cepii Homep nepernapy
LEAFLET TROXEVASIN GEL UA 3214460 7000064133 02

BOX TROXEVASIN GEL 40 G UA 3214462 7000065685 01

LAMINATED TUBE TROXEVASIN GEL 40G UA 3214561 6000021071 01

LAMINATED TUBE TROXEVASIN GEL 40G UA 3214561 6000024253 01

HinbHuus, wo eignosigae 3a BUPOBHMUTBO cepii

“in bulk”

HasBa . bankaHgpapma-TposaH AT,

agpeca BY/1. KpalpeuHa, 1, 5600 TposH, bonrapis

HOMEP AiueHsi BG/MIA-0346/15.12.2022

HOMep cepTudikaTa signosigHocTi GMP BG/GMP/2022/219

Onuc SKU Homep SKU cepii farta BupobHuytea
TPpOKceBasnH rent 1680 3300057 2000096685 05 rpyaua 2023

iINbHUUA BUPOBHUUTBA AiOYOT pEUOBUHM

Ha3Ba CnyyaHb Kcieni ®@apmacbiotukan Ko. Nra.,

aapeca MyaaH AseHio 588, 611930 MNeHr4ykoy, Kurar

HOoMeD AiueHsI| -

HOMep cepTudikaTa signosigHocti GMP SC20190020

Homep FEI -

Onuc SKU Homep SKU Homep cepil CEP/DMF

Tpoxkcepytue 2100966 5000023895 RO-CEP-2016-279-REV 01

Po3cnipyBaHHA - --

MTpouec sanigauii cepii - --
Uurm A nigTeepaxyio, o HageaeHa BUWe iHpopmauin € gocTosipHOW Ta TOYHOI0. LA cepia npoaykty 6yna sup
YNaKOBKY/MapKyBaHHA Ta KOHTPO/b AKOCTI HA 3a3HayeHis BMLLE BUPOOHMYlEE @ RRX), B NOBHIN Bianog
ULO BCTAaHOBALHI MicUeBHUm PETNYAATOPHUM OpraHom Ta cneundikauiii -v- § EHEILOH 0TS
BMPOOHUUTBA, NaKyBaHHA | aHanisy cepii 6yno nepesipeHo U BU3HAHG QKM BianSGAgMNTe GMP.
Komenarpi: Ceprudixar sunycky cepii Ne 2970 Big 13.12.2023 £ ©

P
1S 0O
CepTudirar ananizy Ne 398728 Big 13.12.2023 ""

BunyweHo: Gergana Stefanova, YNOBHOBa)eHa oceba,

Dy e 420, g;g L1017 AY ﬁ/’ |
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Bipain koHtponio akocti, TposaH, Boarapis
CEPTU®DIKAT AHANI3Y TA BIANOBIAHOCTI

[poAYKT: TpokceBasuH 2% rens, Ykpaina

[MocunaxHa No:

000000000001212049

Homep cepii

146605

MeToa;: -

TepMmiH npuaaTHOCTI

31 rpyana 2028

Lara BupobHuuTBa:;

05 rpyaHa 2023

Cneuwudgikauia Ne: SDIR006410 Homep ceptudikary 398728
aHanisy LIMS
Harta aHanisy: 13 rpyana 2023 Po3mip ynakosku 40r
Ng Tecru Cneuudikauii Pesynbratn
1. | Onuc fene  8ip soetoro  go  csitno- | Bignosigae
KOPUYHEBOro KoAbOpyY
2. Maca Bmicry, r He meHwe 40 40 r
3, laeHTndikailin
®  TpOKCepyTUHY — KONbLOROBI peakLji llosuHHO Bianosinati Bianosigae
* bBeHsankoHio xnopuay — BEPX lloBUHHO BignoBinaTH Bignosinae
4. pH Bia 5,5 oo 7,0 6,3
5. KinbKicHe BU3HaueHHs TPOKCepyTHHY, r/100 | Big 1,90 ao 2,10 2,00 r/100r
r
6. KinbkicHe BU3IHaYeHHA BeH3ankoHio Bin 0,090 a0 0,110 0,098 r/100r
xaopuay, r/100 r
7. MikpobionoriuHa yucroTa
®  3ara/ibHa KiNbKiCTb aepobHUX He binbwe 102 KYO/r < 10 KYO/r
MIKPOOPraHi3miB, r
® 3aranbHa KinbKicTb ApixaKosux Ta He 6inbe 10 KYO/r < 10 KYO/r
naiceHeBsux rpubis, r
* Ps. aeruginosa He ponyckawotecae 1r BitacyTHsa
* 5t Aureus He gonyckalotbcas 1r BiacyTHA
Mocunanua —
NepernanyTo: ........Aysel Alieva fara: 13.12.
Crapwmit dpaxiseup 3
KOHTPOAK AKOCTI (nian
JaTBepAKeEHO: ......... Gergana Stefanova Aara: 13.12.2023
YnosHosa)eHa ocoba (nignuc) 13.12.2023
(NIATBEPAKEHO, WO AaHWA NPOaYKT BUPOOAEHO 3 AOTPUMaHHAM BUMOT GMP
13.12.2023 Homep 3sity 275749
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- IEPKABHA CIYIKBA 3 IKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
G HAPKOTHUKAMMU Y KNIBCBKIHN OBJIACTI

npos. Ceitnuynoi Hapii, 3, m.Kuis, 02099, Tes/dakc: (044) 363-06-50
E-mail: dIs ko@dls.gov.ua, Kox €JIPTIOV 37078774

BHUCHOBOK
PO SAKICTH BBE3€HOro B YKpaiHy JiKapcbKoro 3ac00y

1 09.01.2024 Ne 67804/24/10

TPOKCEBA3ZUH®

(HalMeHyBaHHSA JTiKapChKOTo 3aC00Y 3TiAHO 3 peecTpauiiHuM IOCBIAYEHHAM) i
rejab 2 % mno 40 r y mem6panniii xaminatwiit Ty01, o 1 1y6i B kapToHHii maymi

(bopma Bumycky, no3yBaHHs, BUJ IaKyBaHHsI JIIKApCBKOr'o 3aC00y)

Homep peectpauiitnoro mocsiguenns UA/3368/01/01 CTpOK aii peectpauiiinoro noceiguenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 146605 KitexicTs BBE3€HOTO MiKapckkoro 3acoby 30203
BupoGuuk bankandapma-Tposin AT, Bonrapis
(HaiMEHYBaHHS BUPOGHMKA TiKapCEKOTO 3aco0y, KpaiHa MoXoMKeHHs)
Breseno B Vkpainy ToBapucrBo 3 06Mesxenor0 BixmosizaapHicTo "Tepa Ykpaiaa", igenr.
xkon: 34770471

(HaliMeHyBaHHs Ta Koz 3a €IPTIOY IOpHAHYHOL 0coOM abo mpi3Buile, iM'a, 10 6aTHKORI (hizuunOI
OCOOH - MIATIPUEMIL, ii MicIle NPOKUBAHHS Ta peecTpauiiiiii HoMep 06NiKOBOT KapTKH IIaTHHKA
[mozaTKiB abo cepis Ta HOMep nacnopra)

Ilporokoa Bisyansuoro konrpomo sin 08.01.2024 N 4317/1.

3a  pesynpTaTaMH  JAepKABHOIO KOHTPOJIO BCTAHOBJICHO, INO JIKApCHKWI 3aci0 BBE3CHO B Ykpainy 3
JOTPHMAHHSAM BumMmor 3aKOHOJAaBCTBA 1OAO 3a0e3neuyeHH SKOCTI JMIKapChKUX 3ac00iB.

Biraniit BOHOAPEHKO
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