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taa
e



U3MLAHUTENHA ATEHUNA NO JIEXAPCTBA, A

1.  HME HA JEKAPCTBEHUA [TPOAYKT R o T8 soga - Taenie ¥

JPOTABEPHH JC 20 mg/ml niKeKIMOHEH pa3TBOp Kou Poa. e }/)/f V4 /d

DROTAVERIN DS 20 mg/ml solution for injection 36/ frk Frp- {/"2 >
| 7
77 -12- AN

Paspeuwstive Ne

2. KAYECTREH H KOJHYECTBEH CCTAB | ogogpenwe e /

1 m] ot pasreopa ceabpxa 20 mg apoTaBepuHoB xUapoxuopha (Drotaverine hydrochloride).
Homomuy BewlecTsa: eraHon 96% u npyru.
3a ITBJIHHA CIIHCHK HA TIOMOLIHHTE BELIECTBA, B, TOuka 6.1,

3. JIJEKAPCTBEHA ®OPMA

HHkek1IHOHEH pasTROp
Omucanue Ha pa3sTBOpa: KBJIT, GUCTHD pasTBOp, 5€3 BUIAHMH HACTHLIH.

4. KJMHHYHA JAHHHA
4.1 TepaneBTHIAH MOKAZAHAN

* CnasMu Ha rnagkaTa MYCKy/JaTypa, CBBP3aHM CBhC 3a00MABAHHA HA MUTBYHHTE NOBTHILA:
XONeUCTONIHTHA3A, XOJTAHTHOIHTHASA, XONCLMCTHT, MEPHXONSUMCTHT, XOJJAaHTHT | NATTHIHT.

* CnasmMy Ha INajKaTa MyCKylaTypa npu 3abonsBaHKs Ha TMKOUHATE ITHTMINA: He(ponuTuasa,
ypeTepoHTHa32, MHENMHT, WHCTHT ¥ CNA3MH Ha ITMKOUHHS MeXyD.

* BB (hasara Ha AUTATAUHA H2 MATOHHATA IMHHKA NIPH paknane 6e3 yonoHeHUs, 33 HAMAIABAHE
Ha MPOXB/LKUTENIHOCTTA HA LICPBUKATHATA AHIATaLMA H 06LIOTO BpeMETPAeHe Ha POKIAHETO.

TIpy HEBBIMOXKHOCT 32 MPUEM Ha [lepopanHaTa HOpMa, HHKEKLHOHHUAT pasTeop Ha [iporasepun JAC
Moxke Ja 6bae IPUNOKeH B CAEIHUTS Cayvau:

- CriassM Ha rnaaxara MyCKynaTypa Ha CTOMAIUHO-YPEBHHS TPAKT: CTOMAIIHA U AyOJeHajTHa S3Ba,
racTput (BL3NaTeHHE Ha CTOMAXa), CTIa3bM Ha MYyCKYJIaTypaTa B rOpHaTa M I0THATA YACT HA CTOMAXa,
BBIMAJICHUA HA YepBaTa.

~ NIPY TMHEKONOTHYHY HapyleHs: aucMenopes (fose3HeHa MEHCTpyalHa) H 3a obieKuaBale Ha
CHIIHATa crnacTu4Ha G0nka npu pasknaHe.

4.2 [JoisposKa H HAYHH HA OPRIOKEHUE
Hauun Ha npunoxenne
IlpHnara ce WHTPaMyCKYITHO ¥ HHTPABEHOZHO.
03KHPOBKA
OGruatinaTa AHeBHA 11034 32 BL3pacTHH € 40 - 240 mg, pazaeneun Ha 1-3 MHTPAMYCKYITHH [IPHIOHE-
HUA.

Ilpu scnvunu wiu Gvbpevnu xonuxy: 40-80 mg GasHo MHTPaBeHO3HO (33 oxomo 30 cek.) camocToA-
TENHO WK B KOMOHHALHA ¢ HEHAPKOTHIHH 2HAITETHI{H.

3a HamansBaHe NPOABLKHTECIHOCTTAa HA LIEPBUKAIIHATA JHJIATALIMA B HAYANOTO HE
tasa Ha paxknane Oe3 yenoHenna - 40 mg MHTPaAMYCKYAHO, KOETO MOJKE J1a C& 110
B ciTy4ai Ha He3aJOBOIUTENEH ehexT.



[enuarpuyHa nomyIanus
Hporasepnn [IC e nporiponiokasal npu xena (Bx. T. 4.3).
4.3 TlpoTuBonOKa3aHHS

- CepBXYYBTBHTGIHOCT KbM 2KTHBHOTO BEINECTBO WIM KEM HAKOE OT IIOMOLIHHTE BELUECTBA
(ocofeHo KbM HATPHER METAGHCYII(HT).

- IlpH Texxa uepHoapobna, Gx0pedHa H ChHpACYHA HEAOCTATHYHOCT, CMYIIEHHS B ChPISHHATA
ApOBOAHMOCT (aTpHO-BEHTPUKYyNapeH 6J10K),

- He ce npunara npu aena.

44 Cnenuajny npegynpexiennus H Npeina3Hy MePKHE NPH ynorpeba

B cmyuall na HuMCKO KPHBHO Handrade, Ha3HAYABAHETO HA TO3H MPOAYKT H3HCKBA HOBHHIEHO
BHHMAaHHE,

Hpotasepun JIC cuabpika HaTpue MeTabHCYN(HT, KOHTO MOXe Aa NPEIM3BHKA ANCPrHYEH THI
PeaKuyH, BKTIOUUTENHO aHADWIAKTHYHY CHUMITOMHM M GPOHKOCHA3EM IpH YYBCTBHTENHHM XOpa,
ocobeHO ¢ aHaMHe3a 3a acTMa MITH ajeprud. B ciyvaif Ha CBPBXUYBCTBHTENHOCT KBM HATpHEB
MeTaOHCYIIHT, NapeHTepaTHOTO NPHICKEHHE Ha JIEKApCTBEHHA NPoAykT Tpabsa Aa ce uabarsa.
Tpabsa na ce BHMMaBa, KOTATO Ce Ha3zHAYaBA MIKSKTHPAHE HA APOTABEPHH NpPH BpeMeHHH KEeHH.

4.5 BzanmoaelicTBRe ¢ JPYT'H JeKAPCTBECHN NPOAYKTH H APYrd GOPMHA HA B3auMociicTBHe

EdexreT Ha aHTMNAPKWHCOHORWTE JIGKAPCTBEHH NPOAYKTH (I€BOAOMA) Ce HAMalfsBa NpH
EIHOBPSMEHHO NIPUEMAHE ¢ IPOTABEPUH, T.€. PUTHAHOCTTA M TPEMOPET Ce 3aABN00UaBaT.

4.6 PepTHanTeT, SPEMEHHOCT B KhpMeHe

hpeMeHHGCT
Hama qapHu 3a TeparoreHHOCT M eMOPHOTOKCWHHOCT OT NPOBEAEHMTE KIHHHMYHH NPOYUBAHWA

BBPXY XOpa M XUBOTHH. Bunpexn Tora, TpabBa 1a ce BHUMaBa, KOraTo ce NPEANKCRA [0 BpeMe Ha
GpemensocT, NOpaIH OrpaHHYEHOTO KONUYECTRO HA JAHHH NPH GpeMeHHY alHEHTKH.

KppMeue .
Hopapn nunca sa nocTaTeYHO NaHHK, YIoTpeOaTa My N0 BpeMe Ha KbPMEHE He ce Tpenophusa,

4.7 EdexTn supxy cnocofrocTTa 3a miodupase u pabora ¢ MAIIHEN

Cren napeNTepaiHO NPHAOKEHHE, 0cobeHD i. v., nanueHTHTe TpaA6Ba A2 OhAAT MHCTPYKTHUPAHH Ja
M30ATBaT MOTEHUMAIHO ONMACHH ACHHOCTH, KaTo WodHpaHe wiH paboTa ¢ MAIIHHN,

4.8 Hesxceians 1eKapcTBeHY DeaKUMH

HesXenaHwTe NeKAPCTBEHH PEaKLMy ¢a KIACHPHUMPAHH N0 4ecTOTd, KakTo CilenBa: MHOTO YeCTH
(=1/10}, uectu (217100 go <1/10), nevectu (21/1 000 no <1/100), peaxu (=1/10 000 no <1/1 000),
MHOTO penkH (<1/1G 000), ¢ HensBecTHA 4eCTOTA (OT HATHYHHTE JaHHHM He MOXe 11a ObJ1e HanpaseHa
OLieHKA).

Or0enssany ca CICIHHTE HEWKETaHY JIEKAPCTREHH PEaKIMH:

CmoMaiuno ypesen mpaxm
Peaxu: raneHe, KOHCTHIALHA.

Ilenmpanna nepsna cucmema




Penku: rnapofonue, 3aMasHOCT, CBETOBLPTEXK, e2chHUE.

Coupoeuno-cvdosa cucmema
Penxu: cnpliebuene, XHIOTOHHA,

Hapywenus na umynnama cucmema
PeakH: anepruusH peakiHH, ocobeno NpM NalMeHTH, CBPLXYYBCTEUTENHH KbM Oicyndarn.

Crofmapane Ha N0J03INPAHY HEKEJAHY DEAKUHH

CrobIaraneTo Ha HOZOSHMPaHH HeXkeaHH PeakiHK Clief paspeluaBase 3a ynoTpeba Ha JeKkapeTee-
HHA MPOOYKT ¢ BakHO. ToBa mo3BONABA Ja NPOoABDkH HAOIOAEHHETO HA CHOTHOLIEHHETO
NOA3a/PHCK 33 JIEKAPCTREHNA MPOAYKT. OT MeIULMHCKATE CIESLUMATHCTH Ce M3HCKBA Ha chobinasar
BCAKA TOJO3UPaHa HeXKeNaHa peakiHs upes:

HanbnnuTenya areHuus no JekapcTeara

ya. ,Jdaman I'pyep™ Ne 8

1303 Codusn

Ten.: +35 928903417

yebcaitt: www.bda.bg,

4.9 Hpenozvpane

He ca onscann cyyan Ha ocTpo NpeAo3upaHe ¢ TeXKH NOCNEACTBHA. B ciayuail Ha nipenosdpaHe,
MauHeHTsT Tpa6Ba ma ce Habmonapa HENPEKBCHATO M Ja €€ NMPUIOKH CHMOTOMATHYHO H
CIIOMAraTe;THo JIeueHye.

5. ®APMAKOJOT MMHH CBOHCTBA
5.1 PapmMaKkoiHHAMEYHM CBOHCTBA
(DapMakoTepanesTHuHa Ipyila: anasepud u npoussonun, ATC xox: A 03AD02.

Mexariuzesm Ha Oeticmeue

ApOTaBepUHET € M3OXMHONMHOBO TPOM3BOXHO, KOETO IPOABABA CNA3MONHTHYHUS CH eeKT BBPXY
[IaAKaTa MYCKynaTypa 4pe3 HHXuGHpade Ha enshiMa docdoauecrepasa [V (HJE IV). B ciencrame
HA TOBa KOHLEHTpalHATa Ha HUAM® ce moeHiNasa, KoeTo BOAH o HHxHOMpaHe Ha ensuma MLCK
(kwHa3a, bochoprnupama MHOSHHOBUTE NeKH BEPUIH) M OTIIYCKaHe HA MTAAKATA MYyCKY/aTypa.
Jpotasepunst nuxubupa euzuma OIE IV ¢ in virro, Ges na unxubupa usocensumure OE I u
@ AE 1V. Bus ¢pyHkimonando otHowenue, OAE IV ce okazsa MHOTO BaxeH eH3HM 3a IOHIDKABAHE
HA KOHTPaKTHIHATA AKTHBHOCT HA IMajIKMTe MYCKYJM, KATO Ce NPENNonara, Ye CeJIeKTUBHHTE
unxuburopu Ha GJIE IV moxe ma ca or momsa 3a fedeyne Ha 3a6014BaHHS ¢ XMNEPMOTHINTET U
paznHyny 3ab079BaHKS, CBBP2aHU CBC CTIACTHYHH CHCTOSHUS HA TACTPO-UHTECTHHATHHS TPAKT.
Eusumet, kofito xuaposnsupa HAM® B xieTkHTE Ha I7IapKaTa MYCKYIAaTypa HA MHOKapia H
cpaosere € ocHOoBHO M3oeH3uMm GJIE Il Topa ofacHABa zaml0 APOTAREPHHET € ePEKTHBHO
CMA3MOIHTHYHO CpeACTBO, He3 CePHO3ZHM ChPACYHO CHAOBH HeXKeNaHH PeakliiK ¥ CIIHA CBPISHHO
CbIOBA TEPANIEETHYHA AKTHBHOCT.

DapMaKoOUHAMUNHY eexmi.
Toli e edexTBeH B clyya HA CHa3MH Ha [ANKATA MYCKYJATYpa, KAKTO C HEBpd
MYCKy/TeH npousxos. HesarHcHMO OT THNA Ha aBTOHOMHATa HHTEPBEHUMA, NPgiR
BBPXY Tnajkara MYycKynaTypa Ha racTpO-MHTeCTHHAIHaTa, OHjHapHaTta,
BaCKyJapHaTa cHCTeMa. '

Knunwynu egpexmu u 6ezonacmuocm



Iopanwm cpaopasmmpapanmis oy edekT, Toi NoA0GPsABa TEKAHHOTO OpPOCABAKE.

EdekTsT My € no-cHieH oT To3H Ra nanaBsepuHa. AGcopSauudara My e no-0Lpsa ¥ No-NBIHA U ce
CBBP3BA B NO-MaJIKa CTeNeH CbC CepYMHHNTE NpoTeuHH. [TpenMMCeTBOTO MY €, 9e cTpasMIHHAT edeKT
Ha pecnMparopHa Bb30yna, HabmoaasaH cllen NapeHTepanHO NPHIOKEHWE HA MAlaBEpHH HE ce
HabmoONaBa Npy NONOKEHHS HA APOTABEPHH.

Heouampuuna nonyvnayun
JlexapcTBeHHAT NpoayKT He OHBa A2 ce NpHeMa oT gella M roHomM, [Topany AMNca Ha JOCTATHYHO
JAaHHH, He Ce NPenophYEa IPIIoKEHHE Ha IPOJYKTa N0 BpeMe HA KbpPMEHE,

52  ®apmakokHHeTRYHH cBolicTBa

Abcopbayus
HpoTaBepunsT ce abcopbupa GBP3I0 M HANBIHO, KAKTO Clell OPAITHO, Taka U CJIE/ HHTPAMYCKYITHO
NIPHAOKEHHE.

Pasnpedenenue

HpaTeBepuisT ce CBLP3BA B rOJIAMA CTENEH ¢ IIAZMEHHTE NpoTerHH (95-98%), ocobeno ¢ anbymun,
rama ¥ Gera-rnobynunu. Crnax ce mocTHra 3a 45-60 MuHyTH Cnel opanHo npuioxenme, Cien
merabonHima npu IepBOTe NpeMunapare (first pass) npes uepuus apo6 65% oT npHertaTta go3a
JOCTHTa IO KPhBOOOPAIEeHHETO B HEIIPOMEHEH BH,

Memabonuzvm:
Metaboansnpa ce B yephus Apo6. buonoruunoro My Bpeme Ha nonyxusot ¢ 8-10 uaca.

Excxpeyun
ITpaxTHyecky, 3a 72 waca ApoTaBepHH Ce eleMHuHpa OT opTannzma, [loBeve ot 50% ce exckperHpaT
¢ ypunata, a oxono 30% - ¢ dexanuure. Exckperupa ce rnaeno nox gopMara Ha MeTaGomHTH;
HEMPOMEHEHATA MY (JOPMa HE Ce OTKpHBA B YPHHATA.

53 IpeakiHHRYAE AaHHA 33 GezonacHocY

Ucmpa moxcuurnocni.

Tlpu nepopanno npunokerne Ha wrsxoee LDs e 1000 mg/kg

TIp HuTpaBeRO3HO NpuaOKeHne BEPXY 6emy My LDsp ¢ 19 mg/kg .

flogocmpa:

ITpu opunaraneTo Ha ipoTaBepyH B NpoAbLDKEHHE Ha 4 Mecea B 1032 80 — 160 mg/kg na kyuera n
IWIBXOEE, He Ca HabnonaBaHy HeXKeNNaHH TOKCHYHH Ma00PaTopHA ¥ XUCTOIOTMYHM TPOMEHH, HHTO
TEPaTOTeHHH edexTH.

6. GAPMAINIEBTUYHH JAHHU
6.1 CoHcbK H2 NTOMOMHNATE BenlecTBA
Harphes metabucyndur

Eranon (96%)

Bonaa 3a HH¥KeKIUH

6.2 HecnpmecTaMocTR

Henpunoxumo.

6.3 Cpoxk Ha rogHocT




3 ronuHu.

6.4 Coennaaun yc10BHS Ha ChXpaneHHe

Ha samuTeno oT CReTIHHA MACTO NPH TeMIepaTypa moa 25°C.

6.5  Buj m chAbpAKanNAe HA ONAKOBKATA

2 mi camodyneiy ce aMImyaKE OT THBMHO HEYTPAIHO CTHEIO TH 1.

10 6pos ammynu ce nocrapar B 6ascrepu ot PVC domuo.,

Ennuirana 6ndcrepH, 3a6AHO ¢ MMCTOBKA 3a MallueHTa Ce IIOCTABST B KAMIDMPAHH, CrbBaeMH
KapTOHEHH KYTHH.

6.6 Cnennaasu npexna3zHE MepKH OpH HIXBLpJasre n pabora

Hama crneuHaniy H3HCKBAHHA,

7. IPHTEXATEJA HA PASPEIHEHUETO 3A YIIOTPEBA

JAHCOH-b6I" OO/,

ya. Oren Tlaucwii Ne 26,

2400 rp. Pagomup,

benrapus

8. HOMEP(A) HA PASPEIIEHNETO 3A YITOTPEBA

Pernctpanmonen Ne 20180023,

9. AATA HA IILPBO PASPENIABAHEMIOTHOBSIBAHE HA PASPEINEHHMETO 3A
YIIOTPEBA

Hata sa mupro paspemanane: 01.02.2018.
Jlata Ha nocieqHo NOSHOBABAHE!

10.  JATA HA AKTYAJIMZNPAHE HA TEKCTA

11/2022




