IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®IBPUHA3A-10, PIBPUHA3A-20

(FIBRINAZA-10, FIBRINAZA-20)

Cknao:
Oitoua peuosuHa: serratiopeptidase;

1 TabneTKa MiCTUTH ceppaTionenTtuiasu y BUrngai rparyin 10 mr abo 20 Mr (exBiBaJIeHTHO
depmenTHiN aktuBHOCTI 20 000 OIT a6o 40 000 OLI);

0onoMmidcHI peyo8uHU: 1Ie/TI003a MiKPOKPHUCTATiYHa, MTOBiIOH, MarHilo cTeaparT, TalabK, HAaTPilo
KPOXMAaJIbIIIKONAT (TUIl A), HaTPito KpoCKapMeno3a, rimpomenosa, Tutany aiokcup (E 171), oupparit
L 100, 3aniza okcup yepBouuii (E 172), omnisg puuirHOBa, AieTundranar, nomgietunenrnikons (ITET
6000).

JIikapceka ¢opma. TabneTky, BKPUTI 000JI0HKOI0, KHIITKOBOPO3UMHHI.

OcHosHi (pi3uko-xiMiyHi 81acmuBocmi: KUIIKOBOPO3YKWHHI TabJIETKU POKEBOTO KOILOPY, KPYTJIOl
dbopM#, TBOOIYKITi, BKPUTI 000JIOHKOIO.

dapMakoTepaneBTHYHA rpyna. 3aco0u, 1110 3aCTOCOBYIOTLCS IIPY IIATOJIOTil OTIOPHO-PYXOBOTO
anapaty. ®epmenTtu. Kog ATX M09 AB.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

[ito4ya peyoBHMHa JIiKapChKOT0 3aco0y - ceppaTionenTrasa - € MPOTEONITUYHUM HepMEHTOM, SIKUN
BHUMiNIEHO 3 HEMaTOreHHOl KUIIKOBOi 6akTepil Serratia E15. YuHUTH QiOPUHOMITUYHY, TPOTU3aIaIbHY
Ta TPOTUHAOPSIKOBY Mifo Ta mocnabmioe Oinb BHACTINOK O0KyBaHHS BUBiIbHEHHS 00IHOBUX aMiHiB i3
3anajieHux TKaHUH.

CeppartionenTrupna3a 0e3nocepefHbO 3MEHIIY€E AUTATAIlI0 (PO3MKUPEeHHS) KaliigIpiB i KOHTPOJIIIOE iX
IPOHUKHICTh 3aBASKU Tifponisy Opafukininy, rictamMiny Ta cepoToHiHy. Takox mpemapaT 610Kye
inribiTopu mra3MiHy, CIPUSAIOYM, TAKUM YUHOM, Horo GiOpuHOMITUYHIM aKTUBHOCTI. Y BOrHUIII
XPOHIYHOT0 3allajieHHs CeppaTioNenThaa3a CIPuse 3HNKEHHIO PiBHA MeOiaTOpiB 3allaleHHs
noJinenTtunHol npruponu (6papukiHin), ¢pibpuHy, ajle He Ma€ 3HAYHOTO BIIJIUBY Ha OiJIKK KUBOTO



oprasi3my, Taki gk ans0yMiH Ta a- Ta y-TJI00yJIiH.

depMeHTaTHBHA aKTUBHICTE cepparionentufgasu y 10 pasis Builla, HiX y a-ximoTpumncuny. [Ipemapar
noOpe IPOHUKAE ¥ MiClig 3amajeHHs, Ii3ye HeKpOTU30BaHi TKAHUHY Ta IPOAYKTHU IX po3napgy,
3MEHIIYE TillepeMiio Ta MPUCKOPIOE TPOHUKHEHHS Ta aKTUBHICTh aHTUOIOTUKIB.

3aBASIKY MIPOTEOITi3y CTPYKTYPHUX OiNKiB MOKPOTUHHST (PePMEHT IOJIIIIIYE PEOIOTiuHi BJaCTUBOCTI
MOKPOTHHHS Ta CIIPUSIE KOT0 BigXOIXKEHHIO.

Takox cepparionmenTrga3a 3MEHIIYE B'I3KiCTh CIIMHYU Ta BUIINIEHb i3 HOCA, IUM CAaMUM II0JIETIIYI0YH
IX BUOaJIeHHS.

dapmakoKiHemuka.

[Ticns nepopasibHOTO 3aCTOCYBaHHS IpenapaT y He3MiHeHOMY BUTIAAI abCOpOy€eThCS Y KUIIEYHUKY.
He iHaKTUBY€THCSA MUTYHKOBMM COKOM Ta IIOTPAILIsi€ Y KPOBOTIK y (epPMEHTHO aKTHBHIN (HopMi.
MakcrMasbHa KOHIIEHTpAllid Y IJ1a3Mi KpOBi focATaeThCs yepe3 1 roguHy. 3B'A3y€ThCA 3 albda-2-
Makporyio0yTiHOM KpoOBi y crmiBBigHOINEeHHI 1:1, AKWii MacKye aHTUTE€HHICTh epMEHTY, aje 30epirae
Mioro epMeHTaTUBHY aKTHBHICTh. He MeTaboi3yeThcs B opraHiami. BuBoguThCsl B akTUBHIN dopMi 3
JKOBYIO Ta Y He3HAa4HIU KiJTbKOCTI - HUPKAMU.

KiiniyHi xapaKTepHUCTHKH.
Iloka3anus.

- XipypeiuHi 3ax80pH0B8aHHA: PO3TITHEHHS Ta PO3PUBHU 3B’SI30K, ITIePEJIOMU Ta BUBUXU, HaOPSIKH,
COPUYMHEH] MIaCTUYHOIO OIlePalli€o.

- 3axeopBaHHA 0p2aHi8 OUXAHHA: 3MEHIIIeHHS B’ SI3KOCTi MOKPOTHHHS Ta IIOJETIIEHHS HOT0
BigXOMO>XKeHHS 3 IUXAJIbHUX HIISIXIB.

- 3axeoprosarHA JIOP-op2aHig: mONereHHs BiIX0IXKeHHS CEKPeTy NPUAATKOBUX Ma3yX.
- 3axe8oprB8aHHA WKIpU: TOCTPIi 3amnanbHi JepMaTO3H.

- 3ax80pHBAHHA HCIHOYUX CMamesux Op2aHi8 ma MO/A0YHUX 3d/103: TeMaTOMU, 3aCTid y
MOJIOYHHX 3a/103aX.

IIpomunoka3aHHs.
- [TimBuIleHa YYTIMBICTH [0 MiI040l PEYOBUHHU ab0 [0 iHIIMX KOMIIOHEHTIB JIiKapChKOTro 3aco0y.

- [MopyIeHHsT CUCTEME 3TOPTaHHS KPOBI.

B3aemodisa 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

[TpemapaT IPHCKOPIOE MPOHUKHEHHST aHTHOIOTHKIB Ta HECTEPOIMHUX IPOTU3ANaIbHUX 3aC00iB y



3amajieHi TKaHUHH.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI IIpelapaT ITOCUIIIOE [Iif0 aHTUKOATyISHTiB; KOMOiHallifo IIpenaparTiB
CJIifl 3aCTOCOBYBATH 3 00€PeXKHICTIO Ta IIifl HarasaaoM JliKaps.

Oco06.1ueocmi 3acmocyeaHHs1.

Yepe3s BIJIUB Ha CUCTEMY 3rOPTAHHS KPOBi IIpemapaT 3aCTOCOBYBATH 3 00€pekKHiCTIO MallieHTaM:
- IIpH 3arpo3i KpoBOTEYi;

- IIp¥ OMHOYACHOMY 3aCTOCYBaHHI 3 aHTUKOATy/ISHTaMU;

- [IpU IIOPYIIEHH] Yacy 3ropTaHHsa KPOBi;

- MIPY TSIXKKUX 3aXBOPIOBAHHSAX MEYiHKY;

- IIpU TAXKKHX 3aXBOPIOBAaHHAX HUPOK.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

Yepes BiICYTHICTH KJIIHIYHUX JaHUX IIpenapaT He peKOMEHOYEThCSA 3aCTOCOBYBATH Y I1epiof
BariTHOCTi ab0 romyBaHHS TPYIOIO.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[Tpenapar He BIJIMBA€E Ha IIBUAKICTh Peakilil Mpy KepyBaHHI aBTOTPAHCIOPTOM abo iHIIuMu
MeXaHi3MaMu.

Cnocid 3acmocyeaHHsi ma do3u.

[TpemapaT 3aCTOCOBYBATH HOPOCIUM Bcepenuny y no3i 10-20 mr micns igu. MakcumarnbHa 1060Ba
no3a - 30 mr. TabmeTKHu CIlifg KOBTAaTH He PO3KOBYIOYHX Ta 3allMBAaTH OOHUM CTaKaHOM BOJIH.

Ilo3a Ta TpuBaIiCTh KypCy JIiKyBaHHS 3ajieXkaTh Bifl XapaKTepy Ta AUHaMIiKU IIaTOJIOTiYHOI0 IPOLeCcy
Ta BU3HAYAlOThCA Y KOXKHOMY BUIIAMKY JIiKapeM iHOUBIAyaJbHO.

Himu.

Yepes BiACYTHICTh KITIHIYHUX JaHUX JTiIKapChKUM 3aci0 He 3aCTOCOBYBATH y MeAiaTPUUHIN MPAKTHUIL.



Ilepedo3yeanHs.

Cumnmomu: HyfgoTa, 6/TI0BaHHS, aHOPEKCisl, fUCKOM@OPT B emiracTpii, y fesKUxX BUIagKax -
KPOBOTEYA Ta IIPOXKUJIKA KPOBl Y MOKPOTHHHI.

JIikyeaHHsA: CAMIITOMaTU4YHa Teparis.

ITo6iuni peakuii.

3 6oky OuxavbHOi cucmemu, opaaHie 2pyOHOI KAimKu ma cepedoCmiHHs: HOCOBa KPOBOTEYA,
BUMiNIEHHS MOKPOTUHHS 3 IOMIIIKaM# KPOBi, ToCcTpa e03uHO(DiibHa THEBMOHiS.

3 6okxy mpasHoi cucmemu: 6inb y KUBOTi, HygoTa, O/II0BaHHS, Hiapes, MUCKOMGOPT B €Mmiracrpii,
aHOPEKCis.

3 60Ky iMyHHOT cucmemu, wKipu ma nidwkipHoi KAimkosuHu: Peakil TinepyyTAuBOCTi, ¥ T. 4.
BUCHIIaHHS, CBepOiXK, rinepemis.

[ToBimomneHHs mpo 1mob6iuHi peakilil micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
LTe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JIiKapCchKOro 3aco0y. MeguuHuM Ta (apMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM ITpeCTaBHUKAM CJIiT] IOBiTOMJISITH IIPO YCi BUITAAKHK MMiI03PIOBAaHUX MOOIYHUX Peakilii Ta
BiicyTHOCTi e(heKTHUBHOCTI JIiKapChKOT0 3ac0o0y Yepe3 aBTOMaTU30BaHy iHGOpMaliiHy CUCTEMY 3
(dbapMaKOHarIsAAy 3a nmocuiaHHaM: https://aisf.dec.gov.ua

Tepmin npudamHocmi. 2 POKW.

YmoBH 30epiranns.

30epiraT y HEHOCTYITHOMY AJis HiTel Micii mpu TemnepaTypi He Butie 25 °C.

VYnaxoBka.

[To 10 Tabnetox y 6iictepi; mo 1 abo mo 3, abo mo 10 6ricTepiB y KapTOHHIM HaylIi.

Kareropis Bignmycky. 3a pelienToM.

BupoOHUK.

Esepromxen Jland Caencus Jlimiter / Evertogen Life Sciences Limited.


https://aisf.dec.gov.ua

Miclue3HaxomKeHHsT BUPOOHMKA Ta MOT0 afipeca MiCllsd IPOBaAKeHHS TisTbHOCTI.

[TrmoT Ne: Ec-8, Ec-9, Ec-13/I1i Ta Ec-14/I1i Ti Ec Au Au Ci, ®apma Ec I 3et, I'pin IngacTpian
I[Tapk, [Tonemanmni (Bi), Eguepna (Em), Maxabybunarap, Tenanrana, IH-509 301, [unis /

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),
Jadcherla (M), Mahabubnagar, Telangana, IN-509 301, India



