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2.  KAYECTBEH H KOJIHYECTBEH CBCTAB

AxruBHO BewecTBO B 1 mi pa3TBOp: METaMH3ON HaTpHii MOHOXHApaT (metamizole sodium
monohydrate) 500 mg.

3a MBIHAA CIKCHK HA ITOMOLIHMTE BEINECTBA, BHKTE Towka 6. 1.

3. JIEKAPCTBEHA ®OFMA

[TepopanHu KarkH, pazreop.
BHCTBp, CBETNO-KBIT PA3TBOP.

4,  KJIUHHYHH JAHHH
4.1. TepanesTH4HH noxalaHHA

,[[I/IAJIFI/IH 3A JELIA nepopamiy Kanku C€ B3NOA3BA NPH:
XHIIepIMpeKcHs, HENOBIUASBAIIA C¢ OT APYT BHJ JICYCHHE,

. 3a noBnHsABaHE HA YMEPEHO A0 CHIHO H3paseHH GOJIKH OT pasludeH mpoH3Xo NMpH rnasobosme,
3500001, HeBpanTuH, HEBPHTH, MEAJITHH, TPAaBMH, H3TAPSHAY, XUPYPrHIHH HHTEPBEHLMH,
GONKH IPH OHKONOTHYHH 3300 IIBAHAS,

. Hrpuan, 6b6PCUHH ¥ YPEBHH KOIHKH;
. HpyTH CHIHH OCTPH MITH XPOHMYHH GONKH, AKO €4 MPOTHBONOKA3AHH XPYTH TCPAIICBTHIHH
MEPKH.

4.2, lo3upoBKa H HAYMHH HA NPHNOKEHHE

Hozara ce onpeaens oT MHTEHIMTeTa Ha GONKaTa HIH NOBHIIEHATA TEMIIEPATYPa H OT
HHIUBHIYyanHaTa 1yBeTBHTENHOCT KbM JTUAJITHH 3A JEUA nepopanuu xanky. Baxwo ¢ pa ce
u3bepe Hali-HHCKaTa 4034, IPH KOATO CE OBMaaMBaT Go/KaTa H NOBHIICHATA TEMIIEPATYPa.

[Ipu zena Moxe na ce npunarar 8— 16 mg MeTAMH30/T Ha KHIIOrPaM TENECHO TELO KATO &HHHTHA
Ao3a. B ¢ayvait Ha nosumena Temneparypa, 4034 ot 10 mg MeTaMH301 Ha KKIOTPAM TEAECHO TETNO
OOMKHOBEHO € A0CTATHYHA 3a Ie1a. B 3aBHCHMOCT OT MAKCHMATHATA ZHEBHA 4034, EAMHUYHA 103
MOX€ Ja C¢ MPHEMA 10 4 IThTH AHEBHO NMPE3 HHTEPBaNH OT 6—8 yaca.

Scno n3pasen edexr Mose a2 ce ovakea 30 20 60 MHRYTH Clie/] IEPOPANHO MPHAIMKEHUE,

B cnexsamara TabHIa ca nokasanu HOPENOPRYHTCIHHTS CIHHHYHH JO3H 1 MAKCHMAJHHTS JHCBHE
AOQ3H B 3ABHCHMOCT QT TCINOTO UM BBIpacTTa;




TenecHo Terno Eaunnuna 103a MaxcumanHa JHEBHA 1032
kg BB3PACT KankH mg KAIKH mg
<9 <12 Mecena 1-5 25-125 4-20 100-500
9-15 1-3 roaunu 3-10 75-250 12-40 300-1 000
16-23 4-6 roauHu 5-15 125-375 20-60 500-1 500
24-30 7-9 ropunn 8-20 200-500 32-80 800-2 000
3145 10-12 roannu 10-30 250-750 40-120 1 000-3 000

Creyuannu nonynayuu

Tayuenmuy ¢ arouwieno 0610 30paBOCIOBHO CLCMORHNE 1t NAYUEHMU C HAMANEH KDEAMUHUHO8 KIUDBHE
Hosara 1pabsa Aa ce HaMaH TIPH NALHEHTH ¢ BAOMEHO 06O 3APaBOCIOBHO CHCTOAHHUE U MPH
MaUHCHTH ¢ HAMAIEH KPEaTHHMHOB KNHPBHC, Thil KATO ENMMHUHHPAHETO HA MCTA0ONHTHHTE MPOAYKTH
Ha MCTaAMH30J MOXE Ja C& YIBJDKH.

HYeprodpobuo wnu 6vbpeytio yapexcoare

Toi kaTo crOPOCTTA HA EMHMHHEPAHE € HAMATCHA, KOTaTo Gnbpeunara niH yepHoapoGHaTa QyHKIMA
€ HapyiIieHa, MHOTOKPaTHH BHCOKH A03H TpaOBa Ja ce m3barsar. He ce Hanara HaManaBaHe Ha A03aTa,
KOTaTO C¢ MpHiara caMo 3a Kparko Bpeme. KoM axemma aara HIMa JOCTATBYHO OITHT C
ABJITOCPOYHATA yNOTPeOa Ha METAMH3O0 IIPH MALHEHTH ¢ TEXKKO 9epHOAPO6HO H 6p6peuHo
YBpEXIaHe,

HaunH H npogbIKHTETHOCT HA MPHAIOKEHHE
JHAJITHH 3A JIELJA nepopanHu Kankd MOXE Ja C& MPHEMaA HE3aBHCHMO OT BPEMETO Ha XPaHEHE.
JlexapceTeeHHAT MPOAYKT TpabBa 12 ¢& NpPHEMA ¢ AOCTATHYHO KOMHUECTBO TETHOCT.

IMponsmxurennocTTa Ha NPHIOMKEHHE Ce ONpPEEH OT JeKyBamua iekap. [IpH npoAb/oKUTEHO
NPHNOKEHHUE € HEOOXOMHM PEAOBEH KOHTPOI HA KPbBHATA KAPTHHA, BKI. AH(EPEeHUHAHA KpbBHA
KAPTHHA.

4.3. TlpornBonokazanus

. CBPBXYYBCTBHTEIHOCT KbM METAMH30JI HIIH KbM HAKOE OT MOMOILIHHTE BEIIECTBA, H3GpOoeHH B
Touxka 6.1

. CBPBXMYBCTEBHTEIHOCT KbM JAPYTH JIEKApCTBa OT rPYIATA HA MHPA30IOHHTE HIH ITHPA30I0AHHHTE
{¢enazon, nponudenaon, Ppernnbyrason, oxcudeHasoH)

. aHAaMHECTHYHH J2HHM 33 PEAKIIHH HA CBPBXYYBCTBHTEIHOCT KbM AHANTETHIM, AHTHITHPSTHLIH
um HCITIBC

. AHaMHECTHYHH JaHHH 33 HACTOAINH MJTH YCTAHOBEHH B MHHANOTO KPBBHA AHCKPA3HA HIIH
JAeNPEeCHA HA KOCTHHA MO3BK, OCOGCHO aKo CE Kacas 3a JEBKONCHH, arpaHyJIOLHATO3a,
XEMONMTHYHA AHEMMSA, ANIACTHYHA AHEMHS C/ICA MPHCM HA METAMH30J, APYTH ITHPA3OIOHH HITH
nupazomuauuan, HCIIBC

. 0cTpa yepHoApoOHa nopdupus (CHINECTRYBA PHCK OT OCTBP NPHCTHI)

BPOAEHA IrMok030-6-(ocdar AeXHAPOreHa3Ha HENOCTATBYHOCT

TeXKKH 9epHOApoOHM i OnOpeuns 3abongBanns

TPETH TPHMECTLP Ha OpeMEHHOCTTA

HOBOPOACHH H KbpMadeTa moA 3 Mecella HitH noz 5 kg TenecHo Terno nopaay

AOCTATBLYEH KIHHHYEH OITHT

. & &

4.4. Crneuuannu npeaynpexaeHHs W NPEXNaIHA MEPKH npH ynorpeba
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Peaxuun o1 cTpang Ha EMYHHATA CHCTEMA _
[IpueMBT HA MCTAMH3ON MOXKE Aa NPSAU3BKMKA, MAKAP ¥ B PSAKH CIyIaH, *KHBOTO3aCTpAINaBaIH
HEXKENAHH PEaKUHH, KaTo aHA(QHIAKTHYSH OK H arpaHyJ/IoLHTO33.

Ilpeau npunoxenueTo Ha Mpoaykra TpaGea aa Onae cHera NoApoOHA aHAMHE3a, KATO TIPH JIHLATA C
MOBHINEH PHCK OT aHAPWIAKTHYHY PEAKIMH ¥ TAKKBA OT CTPaHA HA MIMYHHATA CHCTEMA, CBBP3IAHH C
npreMa Ha asayretHiy wan HCIIBC, nekapereoTo cieaBa A2 e NpHIara mpH TOYHA OLCHKA Ha
CHOTHOWIEHHETO 1OJI3a/PHUCK.

[Tpy DauMeHTHTS ¢ AHAMHE3A 34 AHADHIAKTIMHEA H APYTH HMYHHO 0OYCIOBCHH PEAKUHH KBM
METAMH30J (Harp. arpaHyIOITHTO3a H TPOMOOIHTONICHHA) TPAOBA Ja ¢& HMa MPSABHA NOBHINCHUS
PHCK 3a Pa3BHTHE HA TAKHBA CAC/ MPHEM H HAa APYTH MHAPA30/IOHH, MHPA3OTHAMHH HTH AHAITCTHIIH OT

ApYrH TPYTH.,

IIpu nawweHTH, MPHEMAHY aHTHOHOTHIM, KITMHHMHATE NPOABY HA ArpaHyioIMT03aTa (OBMOCHA
TEMIEPATYPa, BTPHCAHE, B3NATHTEIHH H O0C3HCHH HIMCHEHHS MO JIMTABHLATA HA YCTHATA H HOCHA
KYXHHA, I'bPJIOTO, TEHHTANIHHUTE, aHYCa, BIOIIABAHE HA OGIMOTO CHCTOSHHE, 3HAYHTE/THO NMOBHINCHH
croitaocTy Ha CYE, namanen Gpoif vnn nuncsaiy rpaHynouHTi) Morar aa Obar ¢iabo H3paseHH.

B cayvyaii, ye ce YCTAHOBH KITHHITHA CHMITTOMATHKA, CYCIIEKTHA 32 Pa3BUTHE Ha arpaHyI0IMTO3a HITH
TPOMOOLIMTOTIEHHS, IPHIIOKEHHETO HA IIPOAYKTA Tpabea A2 6bJe NpeycTaHOBEHO He3abasHo, A2 ¢&
H3BLPIIAT NOAXOAAIH KIHHAKO-Tab0paTOPHH M3CICABAHHA H Aa CE MPEAIIPHEMAT ChOTBETHH
TEPANEBTHYHH MEPKH.

PHCKBT OT TeXKH aHA(DHNAKTOMAHN PEaKUHH ¢ NO-BHCOK MPH;

. TIALMEHTH € aCTMA, CHBP3aHA C MPHEM HA aHANTCTHIM HIH [TPH TAKMBA ¢ H3BECTHA
HEOOHOCHMOCT KbM AHANTETHUH, [POABIABANA C& ¢ PEAKIIMH OT THIA YPTHKAPHA-AHTHOCAEM

. naupeHTy ¢ OPOHXHAIHA ACTMA, 0COBEHO NPHIPYXKEHA ¢ PHHOCHHYHT M HA3aTHA MOMHII03a

. 00/HR, CTPAZAINM OT XPOHHYHA YPTHKADHS

. NHIA ¢ HETIOHOCHMOCT KbM OIBETHTENH (Halp. TAPTPaIHH), KOHCEPBaHTH (Hanp. 6eH30aTH) HIH
ANKOXON (AHAMHECTHIHY JAHHY 32 TOABA HA ChI3OTCICHNE, KHXARE U HHTEHIHPHO 339CPBABAHE
Ha JHLETO OPH KOHCYMANHA H HA MATKH KOJIHYECTBA ATKOXOIHH HAmTkH). Takasa
HEMOHOCHMOCT KBbM QJTKOXOI MOXe A3 (ke MOKA3ATEN 33 NPeAHIICH HEAHATHOCTHITHPAH
aHANTETHYHO CEbP3aH aCTMa-CHHAPOM

. NALHEHTH C TPECKA

XHNIOTOHHA ¥ UHPKYIATOPEH KOJIANC

Meramuson moxe Ja NpEAM3IBHKA XHIIOTCHINBHH PCakITHH, KOHTO MOTarT Ja ﬁbﬂa‘l‘ H J032-3aBUCHMH,

IpemuecTBamara XHOOTOHUA, AEXHAPATALMSA, HECTAGHIHA KPEBHA IHPKYTAIMS # HAMATHA
LHPKYIATOPHA HEAOCTATBYHOCT (HAMTP. MHOXKECTBEHA TPABMA, ChPACUEH HHPAPKT) H3HCKBAT
TIOBHMIIEHO BHHMAHHE H KOHTPO/IHPAHE HA ChCTOAHMETO, THil KATO PHCKBT OT PA3BHTHE HA XHMIOTCH3HA
CileJl MPHEM HA METAMH3OMN B TS3K CAYYaH € NO-BHCOK.

3a HaMamABaHe HA PHCKa OT XHOOTEH3MBHH PEAKIMH € HeoOX0AHMMO A BIA3aT B ChobpakeHue
MPCBAHTHBHH MEPKH, HAMNP. CTACHIH3HPaHE HA HHPKYIALHATA,

Metamuzon Tpabsa na G HINON3BAH BHUMATENINO H NIPH KOHTPOJHPAHE HA XEMOIHHAMIIHHATE
MOKA3aTe/H NpH NAHEHTHTE, NPH KOUTO NOHIDKCHUETO HA KPBEBHOTO HanArade Tpadsa aa Guae
olesatenHo n36erHaTo, Hamp. TAKHBA C TEXKH KOPOHAPHH 3a00/BaHHA HJTH BHCOKOCTENEHHA CTEHO3a
HA MOJBYHHTC ChAOBE.

JlexapCTBEeHO-HHAY IMPAHO YEPHOAPOBHO VBpEKIAHE

Crolenn ca ciiyyad Ha OCTBP XENATHT, IPEAHMHO OT XENATOLETYIAPEH THIL, NIPH N2
JICKYBAHH ¢ METAMH30J1, ¢ HAYANIO OT HAKOJIKO AHH SO HAKQIKO MECEL3 CIICA 3a09Ba i &
IpuzHawMTe ¥ CUMNTOMKTE BXITIONBAT NOBHINCHH YEPHOAPOSHH SHIHMH B CEpyMa :{ :3
HBITCHHLA, YECTO B KOHTEKCTA HA APYTH PEAKIHH HA CBPEXYYBCTRHTETHOCT KBM JICK




KOEH ODPUB, KPBBHH JHCKPA3HH, IOBHINCHA TEMIIEPATYPa H CO3HHOGANA) HIIH NPHAPY/KEHH OT
XapaKTePHCTHKH Ha aBTOAMYHEH xenarHT. [ToBeueTo NALHEHTH ¢a C& BH3CTAHOBHIIH MPH
NpPEKPaTABAHE HA NEYEHHETO ¢ METAMHE30M; BENPEKH TOBA B OTAC/IHH CIyJand HMa ChoOmeHH 32
NpOrpecus A0 OCTpa 4EpHOAPOLHA HEAOCTATHYHOCT, HAIAramA YePHOAPOOHA TPAHCIIAHTALM.
MexaHH3MET HA MHIYLHPAHOTO OT METAMH30J] YEPHOAPOOHO YBPEXKIAHC HE € H3ACHEH HATBIHO, HO
JAHHHTE N0KAIBAT HMYHO-AJIEPTHYECH MEXAHHIbM.

MatmenTrTe TpsGBa Aa GBIAT MHCTPYKTUPAHHE A4 CE CBLPIKAT ChC CBOSA ACKap B CIyHail HA NO4BA HA
CHMITTOMH, NPEATIONArallA YepHOAPOCHO yepexkaane. [Tpe TakHBa naupeHTH ynotpebara Ha
METaMH30J TPAOBa Aa ce MpeyCTaHOBH H Ja Ce OUeHH YepHOoApoOHAaTa (HYHKUHA.

Meramu3on He TpaGea Ja ce BLEEKAA OBTOPHO NMPH NAUMEHTH ¢ €MM30/ HA YepPHOAPOGHO yBpemaane
1O BPEME Ha JISYCHHE C METAMH30JL, IIPH KOWTO HE € YCTAHOBEHA APYra MNPUYHHA 32 JEPHOAPOOHOTO
YBpPOKIAHE,

HQ!I‘H

TTpu magHEHTH ¢ HEOIUIA3HH PHIOKEHHETO HA NPOAYKTA ¢ HeoOxoAMMO Aa ObIe CHNPOBOACHO ©

peryIMpeH KOHTPOI Ha KPHBHATA KAPTHHA C OTNe/l MPEBCHIIMA HA arpaHy/I0IHTo3a H
TPOMOOIHTONIEHHAS.

IpoxyxreT ce nprmara npu Gonuu ¢ yBpeaena Gubpeuna u yeproapobHa GyHKIHS NPH cTpoTa
OLEHKA OT CIICUHANHCT Ha ChOTHOINCHHETO NON3a/PHCK.

Tlpn mpreM Ha METaMH30JI BBB BUCOKH JI03H, YPHHATA MOXKE Ja CE OLBETH B YEPBEHO, HOPATH
HOBHINEHA CKCKPEIHA Ha PyGa30HOBA KHCENWHA,

Bceexw 20 xanku pasrsop {1 ml) ceaspxkar 34,5 mg (1,5 mmol) Hatpuii, koeTo TpaGsa Aa ce HMa
NpeABH] NPH NAUHEHTH, OrPAHHYABAITH KOMHMYECTBOTO HA HATPHA B JMETATA.

4.5 BsaumopeiicTaue ¢ ApYyr JEKAPCTBEHN NPOAYKTH W APYrd GopMu HA B3aHMoaeclicTBHE

PHCKBT OT pasBHTHE HA PEAKLMH Ha CBPBLXUYBCTBHTCITHOCT € MO-BHCOK TIPH €AHOBPEMEHEH [IPHEM C
Apyry aHaareTHiH M antunapetHuy w HCIIBC.

Meramuson moxe za B3auMoaeiicTsa M aa AoBeae 10 NPOMAHA B €EKTA Ha KAITTOIPIIL, JIHTHH,
METOTPEKCAT, TPHAMTEPEH.

CrinecrayBa pHCK OT MOTHCKAHE HA XEMOTIOE3ATa NPH EAHOBPEMEHHO TIPHIOKEHHE ¢ APYTH JCKap-
CTBa ¢ XCMOTOKCHYHO ACHCTBHE, HAIIP. TAKHBA CHABPHAINY 31ATO, IPOTHBOPAKOBH MPOLYKTH H JIP.

DapMaKOKHHETHYHO B3AHMOAEHCTBHE — MHAYIHPARE HA NEKAPCTBO-METACOMMIHPAIH SHIBMH:
MeTamuzon Moske a2 HHAYIHPA NEKAPCTBO-META0OMMIUPAIH eH3HMH, sKmounTeHo CYP2B6 n
CYP3A4. EnpospeMERHOTO MPHIOXEHUE HA METAMH301 ¢ BymponuoH, edaBHpeHL, METanoH,
Ba/npoar, UHKIOCIOPHH, TRKPOIHMYC HITH CEPTPATHH MOXKE A3 AOBEAE A0 HAMANSBAHE HA
MIa3MEHHTE KOHUEHTPAUMH HA TE3H JIEKIPCTBA ¢ MOTEHIHATHO HAMAIABAHE HA KTHHHYHATA
eduxacnoct, Tlopaay ToBa ¢ NPENOPHYBA NOBUIIEHO BHUMAHHKE TIPH CAHOBPEMEHHO MPHIMKEHHE HA
METAMH3011; KIHHHYHHAT OTrOBOP H/HIIH HUBATA HA JeKapcTBaTa TpsabBa Aa ¢ MPoCneAABarT no
NOAXOAAL HAYMH,

Meramu30n HamMasABa AKTHBHOCTTA HA KyMAPHHOBHTE AHTHKOAr'Y 1AHTH.
ExnospeMetinara ynotpefa ¢ XI0pIpoOMasHH MOXE 13 AOBEAE 0 PHCK OT TEIKKA XHITOTEPMHIL.
Koncymannara Ha ankoxoxn no speme Ha newenve ¢ Juanrus Tpabsa aa Gbje orpaHuyas

4.6 ®epTrauTer, GpeMEeHHOCT H KbpMeHe

bpeMenHoCT
Hanuumn ca camMo oTpasHtuenn 4aHHA 3a YNoTpebaTa Ha METAMU30J IPH GPEMEHHH e
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B3 ocnosa Ha ny6rmixysaHuTe JaHHH OT GPEMCHHH JCHH C €KCIIOIAIIA HA METAMM30] IIPE3 MbPBHA
TpumecTsp (n = 568), He ca ycTaHOBEHH TEpaTOreHHU WK eMOpuoToKcHuHH edexth. B oraemsm
COyH9aH, KOTaTo HE ChIECTBYBAT APYrH Bb3MOXKHOCTH 24 Jie9eHHe, IPUIAraHeTo Ha ¢HHHIHH NO3H
METAMH30] MOXKE Ja ¢€ JOIYCHE Npe3 MbPRHA ¥ BTopua TpEMecTsp. [To npHsim He ¢e npenoprasa
NPHIAraHeTO HA MCTAMM30/ TIPE3 ITbPBHS H BTOPHSA TPHMECTHD. Ynotpebara o BpEMe Ha TPeTHA
TPHMECTR] € CBBP3aHA ¢ feToTokcuanocT (GrOpeuno yBpeKAaHE ¥ KOBCTPHKIA HA JyKTyC
apTepHO3YC) H CASAOBATETHO YNOTPeHara Ha METAMH30M ¢ NPOTHBOTIOKA3AHA 110 BPEME Ha TPETHA
TpEMECTHD Ha GpeMensocTTa (BXK. Touka 4.3). [lps cnywalino npunarade Ha METAMM30I1 N0 BPEME Ha
TPeTHs TPHMECTBD AMHHOTHYHATA TEIHOCT H AYKTYC apTepHO3YC TPAOBa Na € KOHTPOHpaT Ype3

YATPAIBYK H SXOKapAHOTpahHs.
Meramuson npemiHasa npes nnaneHTapHara Gapuepa.

{Ipn xMBOTHH METAMH30/T HHAYLHPA PENPOAYKTHBHA TOKCHYHOCT, HO HE H TEPATOTEHHOCT (BXK. TOUKA
5.3).

Kspmene
TlpogykTHTE OT pasrpaXJaHeTo Ha METAMMIO! NPEMHHABAT B KbpMATa B 3HAMUTE/IHHE KOIHYECTBA H

HE MOXE Ja C& H3KIIOUH PHCK 32 KbpMadeTo. [Topazu ToBa, MHOTOKpaTHara ynotpeda Ha METAMH3ON
10 BpeME Ha KbpMeHe Tpadsa Aa ce u3barsa. B cayyaii Ha eAHOKpaTHO MPHICKEHNAS HA METAMH30],
Ha MalikhTe Ce mpenopsuBa Ja chOHpaT H HIXBBLP/IAT KEPMATa B MPOALIDKCHUE Ha 48 uaca cnea
NpHIaraHeTo Ha A03aTa,

4.7 EdexTn BbpXy cnocobHocTTa 38 wodupane n paGora ¢ MammHA

Ilpanoxerneto Ha Jlpanrus NEpOPAITHY KankH B TEPaNEBTHYHH IO3H HE NOB/HABZ CIOCOOHOCTTA 32
modupane 1 paboTa ¢ MamMHH,

I1pu nmprem Ha BHCOKH 4031, 0COBEHO ClIe PHEM HA AIKOXO0JL, € HEOGXOAHMO I3 ce H30ATBA
mognrpanero u paborara ¢ MaWHHHY,

4.8. Hemenanu NekapcTBeny peakunn

B Taz#t Touxa ¢ H3N03BANA CEAHATA KOHBEHIMA 33 KNAaCH{PHIHPAHE HA HEMXETAHHUTE JIEKAPCTBEHH
PEAKIH B 3aBHCHMOCT OT HECTOTATA,

. Yecrs: 21/100 go <1410,

. Heuecrn: >1/1 000 no <1/100,

. Peaxu: 21/10 000 no <1/1 000 &

. MHoro peaxu; <1/10 000

. C Hen3BECTHA YECTOTA: OT HANIMYHHTE AAHHM HE MOXE Ja GbJie HanpaBeHa OLEHKA.

Br3aMmoxau ca CICIHNTE HEXKENAHH JICKAPDCTBCHH PCaKUHH:

Hapymensas na KpbBTa H JHMOHATA CHCTEMA

Peaxu JleBKONCHHA, XEMOIUTHYIHA AHEMHA, TypIypa
Muoro peaxn ArpanynouHTo3a, TpoMOoLETONCHIA
OGuKHOBEHO Cce Kacas 3a HMYHOIOTHIHO 00YCIOBEHH PEaKIAY,
Te morar na ce pazsuaT 1 NPH HANMEHTH, MPA KOUTO MPH
NPEeJHLTHO HATIONIBAHE HA METAMU30 He ¢a Halmozasann
nonobHu yenoxueHus. PUCKBT HAPACcTBa B OTAESIHE CITydaH MPH
[PHEM HA METAMM2O0N Hall CEAeM AHH.

Hesabasr0T0 NpekpataBane Ha IPHEMA HA JIEKAPCTBOTO €
3ALRDKATCIHO ¥ He onegpa Aa Obae oTnaraso Ao o
pe3yaTaTtuTe ot JabopaToOpHHATE H3CNEABAHKA OT IS HA
¥I0ATBAHE HA HEOYAKBAHO BIOINABAHE HA ODLIOTO CHCTOAN

Hapyuienns 1Ha KOXKATA M NOAKOKHATA THKAH




Muoro peaxu | Craapowm Ha Steven’s-Johnson, crrapom na Lyell.

Hapyuienns HA HMYHHATA CHCTEMA

Heuecru KokH# peakuiH Ha CBPBXYYBCTBHTENHOCT - 0OpHB, chpbex

Pexu Peaxipiu HA CBPBHXYYBCTBUTEITHOCT - MAKYJIONAITYIO3CH €KIAHTEM,

YPTHKApH, ChpOex, ypnypa, RHTUOSAEM, APYTH AHapHIAKTHYHE
AKIHMH, aHAPHIAKTHYCH MIOK.

Muoro peaxn AHaNrCTHYHA acTMA

Copaeunn napyeHust
Heuectn XHNoTORKA

3HaunMa, B HAKOHU CIIy9al KPHTHYHA, XHTIOTCHIHBHA PEAKITHA
MO2Ke Ja ce HaOmoaaBa MpH MAIHEHTH ¢ H3pa3eHa
XHTIeprHpeKcHd, 63 KIHHHYHI IPH3HALE Ha
CBPBXUVBCTBHTE.THOCT.

C Hew3BeCTHA YecToTa Taxurapaus, upanosa

Hapyiwenus na 6b6peunrte n MHKOYHATE MHTHIIA

Msoro penxu Octpu Hapymenun Ha 6u0peunara ¢yHrwpia (MpOTEHHYPHA,
OJNATYpHA, AHYPHS 0 0CTPpa OBGPETHA HEAOCTATEIHOCT), OCTED
HHTEPCTHUHAJICH HepHT

Cromawnio-ypesHH HapyLueHms _
C nem3ecTHa yectoTa | IajgeHe, nospeimane

Hapymennsn ia Merafonuzma u xpatenero
C nenspectna yectota | Hamane anetar

Hapymenss Ha nepBHAaTa CHCTEMA
Penkn EnunentudopMeHH repaose 1MpH MpHEM Ha BHCOKH J03H
C menaeecTHa YecTOTA Buene Ha cpar

XenaTofHIHAPHHY HApYWIEHHS

MHoro peaku Xunep6unupybuseMs

C HeM3BECTHA YeCcTOTA JlexapcTBEHO HHAYUMPAHO 4epHOAPOGHO yBpPEKAAHE,
BKIIFOYHTCTHO OCTHP XCNATHT, A BATCHHLA, TOBHIICHH
4epHOAPOOHH eH3UMH (BX. TouKA 4.4)

Pecnuparopsn, rppAHH B MEHACTHHAIHH HAPYIWIEHHS!
Peaxu | NpoBoKHpaHe Ha ACTMATHYEH IPHCTBIL, GPOHXOCIAZbM, JHCITHES

Crobmasane Ha NOJO3UPAHN HEKETAHHA PEAKITHH
CrofmasaneTo Ha NOAOINPAHE HEXKENAHK PEAKITHH Cle] Pa3PELIaBaHe 3a yoTpeda HA IEKAPCTBEHMA

MPOAYKT ¢ BaHO. T0Ba M10380/18a A3 OPOABILKH HAGMOEHUETO HA ChOTHOMECHHETO MON33/PHCK 34
NEKAPCTBEHHA NPOAYKT. OT MEAHIMHCKHTE CIELHATHCTH €& MIHCKBA A3 ChoDINABaT BCAKa
NOAO3KPAHA HEKCIAHA PEAKIMS YPes:
H3rrbiHHTEIHA ATCHIHA 10 IEKAPCTBATa
ya. ,Jamau Tpyes* Ne8

1303 Codun

Ten.: +35 928903417

yebeaiit, www.bda.bg

4.9. Ilpepozupane

CumMnaromMu




OctpoTo npeo3upaHe ce NPOABABA ¢ I'ACTPO-HHTECTHHAIHA CHMITTOMH - T3ICHE, MOBPBIIAHE,
CIMTAcTpanHa M KopeMHa 6ONKa, HapymenHa Ha ObOpeunara PyHKMa 10 ocTpa ObOpedHa
HEACCTATBMHOCT, NPoasH oT crpaHa Ha [THC (ceeTornprex, CHHNMBOCT, ASIOPHCHTALY, IEPIORE
HITH KOMa), XMIIOTOHHA A0 IMPKYIATOPEH 0K, TAXHKAP/IHA.

TepaneBTHuHu MEPKH
He e masecren cnetmdmueH antwaoT. [Ipunarar ce CUMITTOMATHYHE CPEACTBA, KAKTO H TAKHBA

UEeNAITH HAMAILIBAHE HA pe3opOuHMATa (PAEM HA MEQHULTHHCKH BHIVICH) H YCKOPABAHE Ha
SNMMHHEBPAHETO HAa METAMH30J1 OT OPTAHH3Ma (XeMOAHANH3a, Xemonepdyaus, XeMOHUITpaIHA).

5.  ®APMAKOJIOTMYHH CBOHCTBA
5.1 <®apmaxkoaHHAMHYHH CBOlCTBA

dapmakoTepaneBTHYHA IPYNA; AHANTETHIH ¥ AHTHIMPCTHLHM, MHPA30JIOHH.
ATC Koa: N02BB02

Mexanu3znM Ha aeiicTaue

MeTamuion Npepu3BUKEA AHANTE3Ms OCHOBHO OT Nepudepes Tin, KaTo NOTHCKA CHHTEAa HA
cHaoreHHy anrorenu. [losnmsea npara Ha BB36YIUMOCT B TATaMYCa | MPOBCKAAHETO HA GONKOBH
€KCTEepO- W UHTepoueHTHBHY uvmyicH B LIHC.

Maxap u cnabo MeTamMH30I MOTHCKA GHOCHHTE3aTa HA MPOCTATIAHAHHMTE, HEXHOHpaiiKa
UHMKIOOKCHIeHA3ATA.

Cunra ce, e UEHTPANHO-aHANTETHIHOTO MY BEHCTBHE CE XBJUKY HA HHXHOMPAHETO Ha
3JICHITIATIUKA3ATA MK DNOKHpaHe Ha HHGITYKCA HA KATUHEBH HOHH B HOLMUEITTOPHTE.

Hma nannu, ve TOH YCHITBA OTACNSHETO Ha B-eHAOPQHHH, aTaKyBa NPOLECHTE Ha OKHCIHTEIHOTO
ocopummpane B MHTOXOHAPHHTE, MOTHCKA NPOAYKIAATA HA XHCTAMHH, CEPOTOHHH, GPagHKHHUH H
JAPYTH OHONOTHYHO AKTHBHH BEINECTBRA.

PapmaxoauHamuyuHu edekTH

Meramuson npuTexkaBa CHIHO H3PA3CH AHANTETHYEH H AHTHAMPETHYEH eQEKT H YMEPEHO
NPOTHBOBBINATHTE/IHO ASHCTBHE.

B ekcriepumeHTanHH yCROBHA HErOBHTE e(cKTH MPEBHINABAT [0 CHIA TE3H HA AUSTHICANMIHIOBATA
KHCEMHHA, HHAOMETALHH, NMaPpaLeTaMoIL.

MeTamuson 0ka3Ba cna3MONUTHYCH SQEKT BBPXY FIAAKATA MyCKYNATYPA Ha MATKATA, HITHIKATA,
MFTBYHHUTC H MHKOMHHTE IThTHINA.

5.2 (QapmakoxMHeTHYHH CBOHiCTBA

Abcopbips ,
Caex nepopanto NpuIOKEHAE, METAMH3ON ¢& Pe3opbupa 6BP30 M ITEJTHO, KATC BEAHAra HAITHITHO CE

XAAPOIH3HpA 10 d)apmaxonormmo AKTHBHHA MeTabOIHT 4-Me'mn—aMHHo aH'I'Hl'[HpHJ:[ (MAA),
OHOHAHYHOCTTA HA KOHTO ¢ MOYTH 90%.

EHOBpEMEHHOTO NPHIOMEHHUE C XPAH] HAMA PEEBAHTER €hEKT BEPXY CKOPOCTTA H CTENIEHTA Ha
pe3opOius.

Pasnpengnenne
CrenenTa Ha CBBP3BAHE C MIA3MEHATE TPOTCHHH 33 YSTHPHTE METAGOHTA HA METAMHION € KAKTO

cneasa: 4-MeTHn-aMuHO-aHTANHPHE (MAA) - 57,6%, 4-amuno-asrunupus (AA) - 47,9%, 4*(]JOPMHJI
AMHHO-aHTHITHDHH (PAA) - 17.8%, 4-aveTun-amuno-agmarmpus (AAA) - 14,2%.

Bbuortpancdopmanys

Knnanunara eekTHBHOCT c¢ ABIDKH OCHOBHO Ha 4-METHJI-aMHEO-AHTHITHPHH, KO
ce MeTabonuaupa B Hepsaun Apo6 10 4-GopMILI-AMHHO-AHTHITHPHHE H 4-aMHHO-




€BOs CTPaHa C& NMOANAra Ha AUCTHIHPAHE B PE3YITAT HA KOETO ce 00pa3ysa 4-aneTH1-aMHHO-
AHTHITHPHH,

EnuMuHHpaHe :
Bemaxnte weTHpH MeTabonATa ce HaMupar B uepeOpPOCTHHAIHATA TCIHOCT H ¢e EKCKPEeTHPAT C

MaHYHHOTO MJIAKO. MeTaGOMHTHTE C& H3Tb4BaT OCHOBHO ¢ YPHHATA, kKato 32 DAA u AAA To3n
roxazaren € oxono 60%.

5.3 [IIpeaknunu4HH nanHH 3a GezonacHocT

Cpennara netanna 2033 Ha METAMA30IL, BbBEACH HHTpanepuToHcanHo ¢ 3,437 mg/kg, a cien opamio
npunokerne - Hag 5 000 mg/kg, CpaBHeR ¢ aueTHICATHIMIOBATA KHCSMHHA, METAMH3ON € MHOTO I10-
MAQJIKO TOKCHYEH.

JasnnuTe OT H3CTESABAHHS, MPOBEACHH 33 ONPEAE/IIHE HA HETOBATA MIOAOCTPA H XPOHHUHA TOKCHIHOCT,
¢ HEKOKOKPATHO NO~BHCOKH JO3H OT Te3H MPHJIAraHK B TCPACBTHYHATA MPAKTHKA, METAMM30N HE
BOAH OO [MPOMAHA B MOBCACHHUCTO HA OITHTHHTS KHBOTHH, KEKTO H 0 3HAYMMH KITHHHKO-
naopaTopHaTe H MOP(OIOTHIHH IPOMEHH.,

Meramuson, NPUIOKEH B EKCTIEPHMEHTAIHE YCAOBHA M B Z03H, OIH3KHU 40 TEpaneBTHYHHTE [PH XOpa,
HE TPOABABA CMOPHOTOKCHIHO M TEPATOreHHO ACHCTRHE.

6. P®APMAIEBTHYHU JAHHH

6.} CnlcbK HA NOMOWHKTE BeIecTBA

JIumoneHa kucenuua
Harpues uurpar

3axapun HaTpuii

Harpues nuxmamar
Apomar Ha sroaa
TIpeaucrena Boaa

6,2 HecnemecTuMocTH
He ca nasectan.

6.3 Cpox na roguocT

3 roaunu.
Cpox Ha FOJHOCT CHEH ITHPBOHAUANHO OTBapAnE HA ONAKOBKATA: § Meceua.

6.4 - CnelHaanH yCI0BHS HA ChbXPAHEHHE
Ja ce cexpaHusa nog 25°C.
6.5 [annm 3a onaxoBkara

Byrunxa ot xathsso crekno (xeaponurayer knac III), ¢ kankomep M xamayka HA BHHT CBC 3alIHTCH
npecTeH. Byrunxkara caaspxa 20 ml pasrsop.

6.6 Cnennanin NpeANa3HH MEPKH NPH H3XBbpAsiHE u pabora

He ca uspecrHn.




7. IIPHTEXATEJ HA PA3PEILIEHHUETO 3A YIIOTPEBA

XHMMAKC ®APMA EOOH

yn. Foprma Ne 8A, 1618 Codus, Brarapus

Ten.: 02 856 31 43

daxc: 02 955 42 78

umeita: info@chemaxpharma.com

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20180221

9. JATA HA ITbPBO PA3PEHIABAHE/TIOTHOBABAHE HA PA3PELLEHHETO 3A
YIIOTPEBA

Jlara Ha mepRo paspemasanc: 10. 08, 2018 .,

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Deppyapu 2021 r,




