Ckian

Oitova peuosuHa: serratiopeptidase;

1 TabreTka MiCTUTBH ceppaTionentuga3u y Buriasagi rpanysn 10 mr a6o 20 mr
(exkBiBanmeHTHO (pepMmeHTHIN akTUBHOCTI 20 000 OJI a6o 40 000 O[1);

O0ONOMIJICHI pedo8UHU: 1IeJII0JI03a MiKpOKpPHCTalliuHa, IIOBiMOH, MarHiio cTeapar,
TaJIbK, HaTPil0 KPOXMaIbIIiKOIAT (TUII A), HaTPilo KPOCKapMeJsio3a, TilmpoMesnosa,
tuTany miokcun (E 171), ougparit L 100, 3amisa okcupn yepBoHuii (E 172), omis
puIMHOBA, mieTundTanar, nomierunenriaikons (ITET 6000).

JIikapcbKa ¢opMma

TabneTku, BKpUTi 0007I0HKOI0, KUIIIKOBOPO3UHHHI.

OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI: KUIITKOBOPO3YUHHI TaOIETKU POIKEBOTO
KOJIbOPY, KPYTJIol (OpPMHU, OBOOIYKJIi, BKPUTI 000JIOHKOIO.

®dapMaKoTepalneBTHUYHA Irpyna

3acobwu, 1110 3aCTOCOBYIOTLCS IIPU IATOJIOTil OIIOPHO-PYXOBOTO anapary. PepMeHTH.
Kog ATX M09 AB.

®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

Ilitoua peyoBUHA JTiKAPCHKOIr0 3aco0y - ceppaTionenTtumgasa - € MIPOTEOTIiITUYHUM
dbepmenTOM, IKMI BUOIJIEHO 3 HEIIATOTe€HHOI KUIIIKOBO1 OakTepil Serratia E15. YuHUTH
$ibpuHONTiITHYHY, TPOTU3aNalibHY Ta IIPOTUHAOPSKOBY Hit0 Ta rmociaabnioe 6inb
BHACJiJOK OJIOKyYBaHHS BUBiJIbHEHHSI O0JTbOBUX aMiHiB i3 3amajeHUuX TKaHUH.

Ceppartionentuga3a 6e3mocepegHbo 3MEHIITY€E AMIaTaliio (pO3MMPEHH) Kalliasapis i
KOHTPOJIIOE 1X MMPOHUKHICTD 3aBASIKYU TiIpoJIi3y OpafuKiHiHy, ricTaMiHy Ta CEPOTOHIHY.
Takoxk npenapat 67I0Kye iHTiOiTOpHU IIa3MiHy, CIPUSIOYU, TAKUM YUHOM, MOT0
iOpUHOTITUYHIN aKTUBHOCTI. Y BOTHUIIlI XPOHIYHOTO 3alajlieHHs ceppaTionentuaga3a
CIIpusi€e 3HUKEHHIO PiBHS MeJiaTopiB 3allajieHHs MOJIINenTHOHOI IPUPOoHr
(bpapukiHin), ¢piOpUHY, ajie He Ma€ 3HAa4YHOTO BIIJIMBY Ha OiIKM KMBOTO OpraHiamy,
Taki K anbOyMiH Ta a- Ta y-TI00YIIiH.

depMeHTaTVBHA aKTUBHICTE ceppaTionentuna3u y 10 pa3is Bullla, HiX y o-
ximoTpuricuny. [Ipemnapat goOpe IPOHUKAE y MiCIls 3allajeHHs, JTisye HeKPOTU30BaHi



TKaHWHU Ta IPOOYKTH 1X PO3MaAy, 3MEHIIYE TimepeMilo Ta IPUCKOPIOE ITPOHUKHEHHS
Ta aKTUBHICTh aHTUOIOTHUKIB.

3aBOsIKM IIPOTEO0JIi3y CTPYKTYPHUX OiNIKiB MOKPOTUHHS (P€PMEHT ITOJIIIIIIIYE PEOIOTiuHiI
BJIACTUBOCTI MOKPOTHHHS Ta CIIPHUSE MOT0 BiOXOOKEHHIO.

Takoxk ceppartionentugasa 3MeHIIIYE B A3KICTh CJIMHU Ta BUOIJIEHE 13 HOCA, UM CaMUM
TIOJIETIIIYIOYHY 1X BUOATIEHHS.

dapmaKoKiHemuKa.

[Ticns mepopalbHOTO 3aCTOCYBaHHA IIpenapaT Y He3MiHEHOMY BUTJISAAI aOCOPOYETHCS ¥
KHUIIeyHUKY. He iHaKTUBY€ETHCS HITyHKOBUM COKOM Ta IIOTPAILISE€ ¥ KPOBOTIK y
(pepmeHTHO aKTUBHIU (popMi. MakcuMaibHa KOHIIEHTpallis y Ij1a3Mi KpoBi
mocsraeTbcsa yepel 1 roguny. 3B’I3y€eThCs 3 anbda-2-MaKporio0yIiHOM KPOBi y
cruiBBigHOMIeHHi 1:1, IKUM MacKye aHTUTeHHICTh ¢pepMeHTYy, ane 30epirae moro
bepMeHTaTUBHY aKTUBHiICTh. He MeTabomi3yeThcs B opraHidmi. BuBoguThCS B
aKTUBHIN (opMi 3 JKOBYIO Ta Y HE3HAYHIN KiJIbKOCTI - HUPKaMH.

IToxa3zaHHSA

Xipyp2iuHi 3ax80pHOBAHHA: PO3ITATHEHHS Ta PO3PUBHU 3B’SI30K, IEPEJIOMU Ta
BUBUXH, HAOPSAKHU, CIIPUYUHEHI IIJIaCTUYHOIO OIlepalli€lo.
3axeoprosaHHA Op2aHie OUXaHHA: 3MEHINEeHHS B’ I3KOCTI MOKPOTUHHS Ta

TIOJIETHIEHHS MOT0 BiOXOMXKEeHHS 3 OUXAJIbHUX IIIISIXIB.

3axeoprosaHHA JIOP-op2aHia: IONETrIeHHs BiIX0OXKeHHSI CEKPEeTy IIPUAaTKOBUX
nasyx.

3axeoprosaHHA WKIipu: TOCTPI 3anajibHiI JepMaTO3U.
3axeopro8aHHA HCIHOUUX cmamesux Op2aHi8 ma MO/0YHUX 3d/103: TEMaATOMHU,

3aCTid y MOJIOYHHUX 3ajI03aX.
IIporunnoka3aHHs

e ITigBHUINIEHA YYTAUBICTH OO0 Mit040i peuyoBUHU ab0 O iHIINX KOMIIOHEHTIB
JIiIKapChKOTO 3aco0by.
e [lopylieHHS CUCTEMU 3TOPTAaHHSA KPOBI.

B3aemMonisi 3 iHOIHMH JTiKapChbKHMH 3aCO00aMHu

[IpemapaT IPHUCKOPIOE MMPOHUKHEHHS aHTHOIOTHKIB Ta HECTEPOITHUX ITPOTHU3aNaIbHUX
3aco0iB y 3amaneHi TKaHUHU.



[Tpu ogpHOYaCHOMY 3aCTOCYBaHHI IIperapaT IIOCUJIIOE OiI0 aHTUKOATyJISHTIB;
KoMOiHallifo IIpenapariB CJIig 3aCTOCOBYBaTH 3 00epPexKHICTIO Ta ITif HATrJIsSIa0oM JIiKaps.

Oc006/1MBOCTi 1100 3aCTOCYBaHHSI

Yepes BIUIUB Ha CUCTEMY 3rOpPTaHHS KPOBi IIpenapaT 3aCTOCOBYBaTU 3 00E€PEKHICTIO
maljieHTaM:

e IIPU 3arpo3i KpoBOTeUi;
e IIPU OOHOYACHOMY 3aCTOCYBaHHI 3 aHTUKOAryJITHTaMU;

IIpU IIOPYLIEHH] Yacy 3rOopTaHHA KPOBi;

IIPHU TAXKKHUX 3aXBOPIOBAHHAX IEeYiHKY;

IIPY TSXKKUX 3aXBOPIOBAHHSIX HUPOK.
3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.

Yepes BiACYTHICTh KJIIHIYHUX OaHUX IIpelapaT He PeKOMEHOYEThCS 3aCTOCOBYBaTHU Y
repion BariTHOCTI abo romyBaHHS I'PYOOIO.

30amHicmb 8nausamu Ha weuodKicmb peakuii npu kepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mMamu.

[IpemapaT He BIJIMBA€E Ha MIBUOKICTH peakilil Npu KepyBaHHi aBTOTPaHCIIOPTOM abo
IHIITUMU MeXaHi3MaMu.

Cmocid 3acTocyBaHHsSI Ta I03H

[IpemapaT 3aCTOCOBYBaTH AOPOCJIMM BcepeauHy y mo3i 10-20 Mr micnsa igu.
MaxkcuMasnbHa mob6oBa go3a - 30 mr. TabmeTKu Ciif KOBTATH HE PO3XKOBYIOYH Ta
3arMBaTU OOHUM CTaKaHOM BOMOH.

Ilo3a Ta TpUBaJIiCTh KypPCY JIIKyBaHHS 3ajieXkaTh Bill XxapaKTepy Ta AUHaMiKu
[1aTOJIOTIYHOT O IPOLIeCy Ta BU3HAYAKTHCA Y KOXKHOMY BUNIAAKY JIIKapeM
IHOUBIAYAJIBHO.

Himu.

Yepes BiiCYyTHICTh KITIHIYHUX TaHUX JIiIKapChKUM 3acid He 3aCTOCOBYBaTH Y
nefiaTpUYHIN ITPAaKTULIL.

Ilepego3yBaHHA

Cumnmomu: HygoTa, 6JIF0OBaHHsI, aHOPEKCist, mucKoMOpPT B emiracTpii, y mesikux
BHIIaJIKaX - KPOBOTEYA Ta IIPOXKUJIKK KPOBi Y MOKPOTHHHI.



JIiKy8aHHA: CUMIITOMaTU4YHA Teparlisd.
ITo6iuni epexkTHn

3 60Ky OuxasnvbHOi cucmemu, op2aHie 2pyOHOI KAimKuU ma cepedoCmiHHs: HOCOBa
KpOBOTeYa, BUiIEHHS MOKPOTHUHHS 3 JOMIiIlIKaMM KPOBi, TocTpa eo3uHOpinbHa
IIHEBMOHIA.

3 6oky mpasHoi cucmemu: 6inb y XKUBOTi, HygoTa, O/II0BaHHS, Oiapesi, IUCKOM@OPT B
emiracrtpil, aHOpPeKCis.

3 60Ky iMyHHOI cucmemu, WKipu ma niOWKIipHOi KAIMKOBUHU: peaxiril
TilepyyTaMBOCTI, y T. 4. BUCUIIaHHS, CBepOiXK, rimepemis.

[ToBimoMeHHs Mpo MOoOiYHi peakirii mmicss peecTpartiii TiKapchbKoro 3acody Mae
BaXJIMBe 3Ha4yeHHA. lle ma€ 3MOry IpOBOAUTU MOHITOPUHT CHiBBiIHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHi ITbOT'0 JTiIKapPChKOTro 3aco0y. MequyHuM Ta
dapmalieBTUYHUM ITpalliBHUKAM, a TAKOXK MallieHTaM abo X 3aKOHHUM
IMpeAcTaBHUKAM CJIil ITOBIHOMIISITH IIPO YCi BUIIaAKH ITiMO3PIOBAaHUX ITOOIYHUX peakIlii
Ta BiICYTHOCTi e(peKTUBHOCTI JIiIKapChKOT0 3aco0y Yepe3 aBTOMaTU30BaHy
iHpopMaLiiiHy cucTteMy 3 (papMaKOHarasaay 3a nocujiaHHAM: https://aisf.dec.gov.ua

TepMiH npHIaTHOCTI

2 POKH.

YMoBHu 30epiranus

30epiraTtu y HeIOCTYIIHOMY MIJIsI OiTe# Miclli mpu Temmnepatypi He Butie 25 °C.
YnakoBka

ITo 10 TabneTok y 6iicTepi; mo 1 abo mo 3, abo o 10 GricTepiB y KapTOHHIN maydIli.
KaTeropis Bignycky

3a peLenTom.

BupooHHK

EBepromxen Jlanid Caencus Jlimiten / Evertogen Life Sciences Limited.

Mic1ie3HaxomKeHHsI BUPOOHMKA Ta MOT0 afpeca Miclls IpoBaIXKeHHS MisSTbHOCTI.



ITnot Ne: Ec-8, Ec-9, Ec-13/I1i ta Ec-14/I1i Ti Ec Aux Au Ci, ®apma Ec I 3erT, I'pin
Inpgactpian IMapk, ITonemnanni (Bi), Equepna (Em), Maxabybuarap, Tenanrana, [H-
509 301, Iagis /

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



