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2. KAMECTBEH H KOJIRYECTBEH ChCTAB OgafpeHis Nt ... /e _

Bcaxa oGpuTa Tabnetka chxppia 400 mg Ubynpoden (kaTo HATpHER IUXUApAT)
(Ibuprofen sodium dihydrate)

[ToMONIHHM BEIECTBA ¢ H3BECTHO JeHCTEHE:

3axapo3a - 1 Tabnetka chabpxka 186,2 mg oT 3axaposa chOTBETCTBALIO NpAGAK3ATENHO Ha 0,54 mmol
Harpuii - 1 taGnerxa cuabpxa 48,6 mg of HaTpuii choTseTcTBAMO NPHEOMM3HTENHO HA 2,12 mmol.

3a NbHAA CIHCHK HA NOMOLHHTE BEIECTBA BHXK T.6.1

3. JEKAPCTBEHA ®0OPMA

O68rTa Tabnerka

bsana 10 nouts Gana, NBOMHO H3MBLKHANA, KPBIa, OOBUTH TableTKU ¢ OTIIEYaTaHO YEPBEHO
HIeHTH()HKALMOHHO JIOTO Ha €HATA CTpaHA.

4, KIHHAYHH TAHHH

4.1 TepanesrAvHH noKkazanAs

3a ofnexyaBane CHMNTOMHTE Ha Jieka /10 yMepeHa Gonka kato raBo6onue, GomkH B KPBCTa, MEHCTPYATHH
Gomir, 3560601, HeBpayris, pEBMATHYHH M MYCKYnHH Gomxa, Go/ka Npy He-CepHO3EH APTPHT, MUTPEHa,
CHMITTOMH [PH IPUN H NPOCTYAHH 3a00ABaHHs, GONKH B IEPIIOTO H TEMIIEPATYpA.

4.2 Ho3HpoBKa B HATHH HA NPH/IOKEHHE

IIpnema ce nepopanto. 3a KpaTKOBpeMEHHa YIoTpeba.

Hexenannre peakunu morar ia 6b1aT cBeIeHH 0 MUHHMYM Hpe3s ynoTpeSa Ha Hall-HACKaTa edeKTHBHA
A03a 33 FE3MOKHO Hali-KpaTko Bpeme, HeoOXOMMMO 3a ORNAABAHE Ha CHMATOMUTE {BIDK 1.4.4).

[pr sb3pacTan 1 Aeua vaz 12 roguHy; THPBOHAYANIHA 1033, |1 TabneTka. Ciex ToBa, aKO € HEOGXOLHMO Ce
B3MMA €/Ha TabneTka Ha BeekH 4 gaca. [la He ce npremat nopede oT 3 Tabnerxy (1200 mg) 3a 24 =aca.

He e noaxonsm 3a aena noa 12 roguau Ge3 KOHCYATALMA © JEKAP.

3a nauMeHTH B CTapYeCcKa Bb3PACT He Ce HINCKBA NPOMAHA HA JIO3HPOBKATS.

32 KOHTPOJIHpaHe Ha CHMNTOMHTE Ce YnoTpeGasa Bp3MOXHO Hali-HrckaTa edeKTHEHA N032 35-HTamnd
Hal-KpaTBK CPOK OT BpeMe

KOpomn (BL3pacToBa rpannana: > 12 roguEn g0 < 18 roqann)



AKO NDH IOHOWYM TO3H NEKAPCTBCH NPOAYKT © HEOGXONMMO Aa C& M3NOJ3BA 3a NOBeue OT 3 JHN MM
CHMTITOMHTE Ce BJIOLIAT, TpAGBA Aa Ce KOHCYITHPATE C JieKap.

BbapacTHH

AKO TO3H JiekapcTBeH NPOAYKT € HeoGXoZuMO Ja ce H3NON3BA 3a nosede oT 10 g#u, malHeHTHTe TPAGBA
A2 6bIaT noChBETBANM Aa Cé KOHCYNTHPAT C JieKap. .

43 ITpoTHBONOKA3AHMSA

ITaupesTH ¢ H3BECTHA CBPLXYYBCTBHTEIIHOCT KbM HEYNPOQEH HITH HAKOR OT CHCTABKHTE HA POJYKTA,
ManpenTy ¢ ¢ npenmecTraly Peakiuun HA CBPLXYYBCTBHTENHOCT (Hanp. GPOHXOCHA3BM, ACTMa, PHHHT,
AHTHOSAEM MAM YPTHKApHS), CBLp3aHH ¢ HOynpodeH, aueTHiCAnHUMNIOBA KHCENHHA HIM JPYTH

HECTEPOHARM MPOTHBOBBINANMTENHH nekapetea (HCIIBC).

Mannents ¢ Hanuvke WAH JaHHHM B AHAMHE3ATA 32 PEKYPEHTHA NENTHYHA A38a/KPLBOMNTHB {ABa HIIH IOBEYe
OTHYETIIHBH €MH30/1a HA I0Ka3aHA Y/IIEPAUHA WK KbpPBEHE).

AHaMHe3a 3a CTOMAIIHO-YpeBeH KPBBOH3IME WK nepopalius, CBLp3anH ¢ npeanmHo seuenne ¢ HCIIBC,

TaunenTr ¢ Texka 4epHOEPOGHa HEAOCTATHYHOCT, TeXKa FBOpeuna HEJOCTATHIHOCT HITH TOKKA CEPAYHA
HegocratbynocT (NYHA Knac IV). (B 1.4.4).

IIporHBONOKasaH € mpe3 NociesHNs TPUMeCTHP Ha GpeMeRHOCTTA (BIXK T.4.6).

44 Coensannn npegyHEpexaeHAs H APeANA3AE MEPKH OpH YNOTpeGa

Hesxenanure nexkapcTBeHn peakliiH MOTAT ja 6BOAT HAMANEGHH KaTo 33 KORTPONHPAHE Ha CHMIITOMHTE ce
ynorpebana Eb3MOXHO Hali-HHCKATA eeKTHBHA 032 32 BE3MOKHO Hali-KPATEK CPOK OT Bpeme (BEA To-

Aoy TOCOYEHHTE FACTPO-HHTECTHHANHH H ChPAEYHO-ChAOBH PHCKOBE).

Tlpn naupesTH B cTapIecka Bb3PACT MMa YBEIHYCHA YECTOTA HA Hexesann peakuun or HCTIBC, ocobGeno
CTOMANIHO-YPEREH KPBBOHIIHE H Nepdopanis, KOHTO MOXE J1a ca (paTajiHy .

CJIE n cMecenn cheABAKTENHO-THKIBARA 3a00aBanns; [TaluenTn CHC CHCTEMER JIYITYC EPHTEMATO3YC
H/IA CMECEHO CHEIHHHTENHO-ThIKAHHO 3a00/1ABAHE — Ca ¢ MOBHIIEH PHCK OT acelTHYEH MEHHHIHT (BHXK T.
4.8).

Buépesann: bropeuno yppexjane, Til kato € BE3MOXHO OBOpeuHaTa dyHKIEA a Gble JOMBIHATERHO
BIOlIEHA (BHK T. 4.3 1 T.4.8).

CoinecTByBa pack ot 660pedHO yBpek/iaHe IpH AeXUAPATHPAHH IOHOMNIH.

Yepuoapobun: YepHoapobra guchynxuns (Buxk T. 4.3 1 1.4.8).

Pecnupatopan: Moxe aa ce nabmoziasa 6porxocnassM NpH GONHH CTPANAINY HIH ¢ AaHHW B AHAMHE3ATA
3a GpOHXHAlIHA CTMA TN ANTEPrHYHH 3a60IIBAHHA.

Apyra HCIIBC: ExuompeMennHata ynorpe6a wa ubynpoden ¢ apyru HCIIBC, ermo
CENeKTHBHH HHXMOMTODH Ha LMKIOOKCHrenasa-2 Tpabpa Aa ce u3bsarsa Nnopaga 1o!
HeXXesaHH peakiiuy (BHXK T. 4.5).




Cromauino-apennn edexTn: BHHMaHHE ce M3HCKBa OPH [ALMEHTH C aHAMHE3A 33 CTOMALIHO-YPEBHH
3abonsBanns (ymueposeH KoJMUT, Gonect Ha Kpon), Thil karo Tean 3aGonsmanns Moxe Aa ce 060CTPAT (BHx
1.4.8).

ITo Beako Bpeme Ha nevennero ¢ HCTIBC Moxe Aa Bb3HHKHE KPBBOHAIHB OT CTOMAIHO-4PEBHUS TPAKT,
382 HIH neppopauus, KouTo MoraT ga ObaaT daranHu, ¢ Wi Ge3 npeaynpeAnTENHH APHIHAUM MITH
aHAMHE3a 33 NPEINLIHH CEPHO3HH CTOMAUTHO-YPEBHH CHOUTHS.

PHCKBT OT CTOMAUIHO-IPEBHM KPBBOHM3NHBH, A3Ba WiH fepdopauus € No-BHCOK NpH ynotpeGa Ha mo-
Bucokd A03n HCIIBC, npu manneHTH ¢ aHAMHE3a 3a 4388, 0COGEHO ¢ YCIOKHEHHA OT KPHBOHINHE HIH
nepdopauus (Bmk T. 4.3), KaKTO H NPH NANHEHTH B CTAPYECKa BE3pacT. TakWBa NauMeHTH TpaGBa Aa
3an04BaT ICYEHHETO C Hall-HHCKATa BE3MOXKHA 1034,

[NaunenTUTe ¢ aHAMHE3a 32 CTOMAHIHO-YPEBHA TOKCHYHOCT, ocofeHo B cTapuecka Bu3pacT, Tpabea fa
cboblasar Bcekn HeobHuaeH abnomuHaneH CHMITTOM (0COGEHO CTOMALNHO-YPEBHO-KHPBEHE) H MO-
CMEUHanHoO B HAYATHHTE CTAAMH HA JEYEHHE.

Buumanue ce H3MCKBA NpPH MALUEHTH, [OMYYABANIH CAHOBPEMEHHO NEKAPCTBA, KOHTO GHXA YBCIHIHWIH
pHCKa OT A3BAa H KPBLBOHIIMB, KaTO NEPOPAHH KOPTHKOCTEPOHAM, AHTHKOArYNaHTH KaTo Bapdaphm,
CeNEKTHBHH MHXHOHTOPH Ha 06paTHOTO 3aXBallaHe HA CEPOTOHMHA MIH AHTHATPETHPAUIH CPElICTBA KATO
ANETHACATHIHICBATA KHCENHHA (BHXK T.4.5).

[Ipu mosBa Ha KPHBOM3IIME OT CTOMALUHO-YPEBHHUS TPAKT WIH A3Ba JiedeH#eTo ¢ ubynpoden Tpabsa aa ce
NPpeyCTaHOBH.

¥Yepenen QeprunETeT NpE xemm: lMa ZaHHW, 4Ye JI€KAPCTBATA, KOHTO TNOTHCKAT LHKIO-
OKCHI¢Ha3aTa/MPOCTArNAHAWHOBATA CHHTE32 MOKE Ja IPUYHHAT YBpeXAaHe Ha QEPTHAHTETA NPH JKEeHH
upe3 NOBIMABaHE HA OBYNAUHATa. To3H edekT e 06paTHM ¢ NPeYCTAHOBABANE HA JIEYCHHETO,

HAepMarosoraunn edexra: MHOro pagko ce cho0lIaBa 3a CEpPHO3HH KOXHH PEaKi(HH, HAKOH ¢ daTaneH
H3XOZ, B TOBAa YHCNO €KCQONMETHBEH JepMaTHT, CHHAPOM Ha CTHBbLHC—JKOHCBH H TOKCHYHZ
ennaepMania Hexponusa, npu ynorpebara Ha HCIIBC (Bux T. 4.8). Tosu puck ¢ Hali-BHCOK B HA9ANOTO
Ha JIEYeHHETO, KaTo NOBEYETO CIIydan ca Habmonasann B TbPBHA Mecell Ha IPHIOKeHHe, Ynorpebara Ha
Hypotden ®emuna Qopre Tpabea Aa ce mpeycTaHOBH OMHIE NPH TPBATa M0ABA HA KOXEH OOpHB, Ie3HK HA
MYKO34Ta HIIM HAKAKBE JPYI CHMNTOM Ha CBPBXUYBCTBHTEIHOCT,

CupAcuno-CHAOBH H MO3LIHO-CHA0BE edrexTH: HeoGX0AHMO € NOBMIIEHO BHHMaH#e (00CHkAaHE ¢
nexap WM (apManesT) npeayn 3aN04BaHe HA JEYEHHE IPH NALHEHTH ¢ AHAMHESS 33 XHTICPTORMS H/HAH
CBpAEYHA HELOCTATEYHOCT, Thi KaTo HMd ChoOlIEeHNAA 32 3aAPEKKa HA TEUHOCTH, NOBHIIEHO apTePHAITHO
HaJdraHe v OTOK, CBBp3aHH ¢ nevendero ¢ HCTIBC. (sux 1. 4.3 1 1.4.8),

KnneuuHaTe Npoy4sanuad noxassar, ue ynorpebara na ufynpoder, ocobeHo BHE BHCOKH A03H (2400
mg/nex) Moxe 1a Gb1e CBbP3aHa ¢ IeK0 YBEIUYEH PHCK OT APTEPHANTHH TPOMOOTHIHH CHOMTHA (Hanp.
MHoKapzeH HHGapkT unu uacyat). KaTto uano, enuaeMHONIOrHYHITE H3C/ICABAHHA He OKA3BAaT, 4
HHCKHTE A03H HOYNpoden (ranp. < 1200 mg/neH) ca CBBLP3aHN ¢ YBENHYEH PHCK OT aprepHanHn
TPoMOOTHYHY CHOHTHA.

[TanpeHTH ¢ HEKOHTPONHPAHA XHITCPTOHHAA, 3aCToHHA chpAedHa Hepoctarsunoct (NYHA 111D,
YCTaHOBeHa HCXeMH4Ha §oNecT Ha ChpLeTo, epudepHa apTepHanta GonecT H/HIH MO3BYHO-CHAORA
Gonect morar na Obaat nexyBaHu ¢ HGYNpodeH CaMo cliel BHHMATENHO OGMUCAHE
H BHCOKHTE A03H (2400 mg/nen) Tpabea jaa ce HabArsar.

Ceoiio Taka ¢ He0OX0AMMO BHUMATEHO OOMHCAHE NPSAM 3aN04BAHE HA NPOABILKHTENHO HE
MAIHEHTH ¢ PUCKOBH (aKTOPH 3a CHPAEYHO-CHAORH CHOUTHA (HATID, XHIIEPTOHHA, XHITSPIH
3axapeH jualer, IylieHe), 0cobeHo aKo ¢a HeoOXONUME BUCOKE A03H (2400 mg/aen).



Coenndrany 32 JIeKaPCTBEHES NPOTYKT NpeLyN Pesk/e RHs:

Bcaka tabretka chaspka 48,6 mg (npubmusutento 2,12 mmol) HaTpui. Topa TpabBa aa ce oTunTa npu
BAIHEHTH ChC 3HAYHTENHO OrpaHHYeH NPHEeM Ha HATPHt.

Hndopmauns 3a naupents ¢ Hapywena o6MaHa Ha 3axapH:

Tosu nekapcteen mpoayxT chaspka 186,2 mg (unu 0,54 mmol) 3axaposa B efHa x03a (1 tabuerka).
INaiuenTy ¢ peaku HacneAcTBeHH NpobleMH Ha HENMOHOCHMOCT KhM (pyKTO3a, NIIOKO30-TaNaKTO3HA
ManaGeopGuHs KM CyKpasa-H30MaNTa3Ha HeOCTATHYHOCT He TpaGaa Aa PHEMAT TOBa NeKapeTBo,

4.5 B3aumosielicTRe ¢ APYrE JeK2PCTREHE NPOXYKTH H APYTH GOPMH Ha B3sHMOxelicTnHe
Hoéyupoden rpadsa xa ce n3barsa B xoMOGaHanus ¢ '

AUCTHACRTHIRIOBA KHCEIHAL (HECKA A03H)::
Ennoepemennata ynotpefa Ha ubynpodieH U aneTRICATHIMIOBA KHCENMMA HE Ce Mpenope4Ba NOpagH
BB3MOXHOCTTa 34 TOBHIIABAHE HA HEXKENAHMTE PEaKIHA,

ExcniepumenTanau 1annn mokasear, ye uGynpodes Moke KOHKYPEHTHO Aa [IOTHCHE edexTa HA HHCKHTE
AO3H ANETHACATIHIM/IOBA KHCENHHA BEPXY TPOMOOMTHATA arperalLilia, KOraTo ¢e NPHeMaT eJHOBPEMEHHO,
Bbripex ye uMa HECHI'YPHOCT NPH €KCTPANOIHPAHETO HA Te3W NAHHH OT KIHHIYHH ChydaH, He MOKe Ja
€€ H3KIIOMH BB3MOXHOCTTA PENOBHHA, MPONBIKHTENEH npneM Ha uOynpoden na Hamann
KApAHONPOTEKTHBHNS eDEXT HA HHUCKH XO03M ALUETHICATMUMIOBA KHceNHHa. He e BrIMoxHO 23 ce
Hab/moAaBa KIMHUYHO 3HATHM eEKT PR HepefOBHaTa ynoTpeba Ha HGympoden (Bik T.5.1).

Apyrs HCIIBC, BKIOYATETHO CeIeKTHBRE WHXHOGHTODH Ha NEKJIOOKCHTEHA38-2: Ha ce mbarsa
€IHOBpeMeHHaTa ynotpeba Ba ase win noseve HCTIBC, Thii kaTo ToBa MOXe /13 JIOBEAE A0 MOBAIIABAKE
Ha pHCKa OT HeXeNaHH PeakUHH (BHXTE TOYKA 4.4).

Excnepumentannn nansd nokaspar, ue ubynpoden Mowme Aa MHXuGHpa edleKTa HA HEHCKHTE 103H
ANCTHACATALIAIOBA KHCSNHHA BEPXY TPOMOOLHTHATA arperallHs, KOTaTo Ce¢ IPHIAraT eaHOBPEMEHHO.
Brnpexu ToBa orpasudenHATa HA Te3R JAHHH H HECHTYPHOCTTA NIPH EKCTPANIONALHS HA €X ViVO JaHHH B
KIHHHYHaTa NpaKTHKA O3HAYABAT, Ye HE MOrAaT A3 C€ MPABAT KATETOPHYHH 3aKMIOYEHHS OTHOCHO
obHualinata ynorpeba #a uGynpodeH u, de He ce OYAKBA BEpOATEH KIMHKYHO 3HAYUM edexT 1IpH
HepenoBHa ynotpeba na nOynpoden (Bux T. 5.1)

Hoynpoden (xaxto B Apyrare HCIIBC) Tpa6pa 1a ce H3N0A3BA NPLANAIIAED B KOMORRANESY ¢:

- KopTaxocTepouan: NOBHIIEH PHCK OT CTOMAIIHO-YPEBHH A3BH H KPHBOHIIHBH (BIXK T.
4.4).

- - ARTHXHENECPTeH3HBHA feKapeTa (ACE unXuGHTOPH, ARTATOHHCTH HS AHTHOTCHIHH-~
II) » maypersme: HCTIBC Moxe Aa moHwkar edekTa Ha Te3u JEKapCTBEHU APOAYKTH. IIpu Haxon
TMIALKERTH ¢ KoMIpoMeTHpaHa Gh0peuna GyHKUHA (ASXHAPATHPAHH HIHM B CTAPYECKa BHIPACT ¢ YBpeAeHa
6u6peuna yHkuuA) eqHOBpPEMEHHOTO NpUNOKenue Ha ACE HHXHOHTOPH, GeTa-6I0KEpH MM AHTATOHHCTH
Ha anrnoTersuH-1I ¢ exapcTsa, KOHTO HHXHOHPAT LHKNOOKCHIEHA3ATA MOXE A2 AOBE/E A0 JOMbIHHTENHO
BioITaBaHe Ha 6bGpeunaTa QyHKIMA, BKIIOYHTENHO 0cTpa GBOpeuHa HENOCTATHYHOCT, KOETO OGHKHOBERO
e obparumMo. Cnenopatenio komGunranuaTa Tpabea 1a ce npunara BHEMATeNHO, 0COOEHO NPH MALMeHTH B
crapyecka Bh3pact. [lauuenTaTe TpaGRa ja ca aneKBaTHO XWAPATHPAHHA H Aa ce 0GMHCITH Heo6XoauMocTTa
oT npocneassane Ha Gx6peunaTa ¢pyHKUHA B HAYAAOTO HA KOMGHHUPAHOTO JieYeHHE H ICPHONHYHO ClleX
TOBA. JIypeTHnHTe MOrarT Ja NOBHINAT PHCKa oT HepoTokcHunoct ot HCIIBC, =3

- Anruxoarynanra: HCIIBC 3acunsat edexra Ba avTHKOAryTaHTH Ka
1.4.4).




- Crpaeunn rankosnas: HCIIBC morat a o60cTpaT chpaednata HELOCTATRYHOCT, Ja
HaManAT ruoMepynHarta QUnTpauys B Aa NOBHIIAT IMA3MEHHTE HUBA HA IIHKOSHANTE.

- AHBTHATPETANTE H CEJEKTHBHH HEXHOHTOPH Ha oGpPATHOTO 3axXBANIAHE HA
ceporonuna (SSRI): Emnopemensata uM ymotpefa MoXe A2 3aCHIH PHCKA OT CTOMAHO-YPEBHH
KPBbBOH3/IHBH (BUX T.4.4),

- JinTaii: Hma fannn 3a notennmanzo YBeJIHYABAHE HA M1A3MEHHTE HHBA Ha JIMThil.
- MeroTpexcar: Hma nanHE 3a noTenumando yBeni4YapaHe HAa ILIAIMEHUTE MMBA Ha
- Naxnocnopun: [ToBHINEH PHCK OT HePOTOKCHIHOCT.

- Mapenpucron: HCIIBC ne Tpsfsa 1a ce npnemar 1o 8-12 quu CeN MPHAOKEHHE HA
MHGenpucTon, ThH kato HCIIBC Morar Aa HamansT edexta Ha Mugenpucron.

- Taxponamyc: BramoxkeH e NOBHINER puck or HedpoTokcHdaHocT, korato HCIIBC ce
NpUIraT ¢ TAKPOIHMYC.

- 3nposyamm: ToBHIEH PHCK OT XEMATONOrHYHA TOKCHYHOCT NpH  eAHOBPEMECHHO
neyenue ¢ HCIIBC u 3unoByaun. MiMa naunm 2a ysenuuesn PHCK OT XeMapTpo3a H xemaToMu nph HIV(+)
XeModUIRIL NPOBEKAANH eAHOBPEMEHHO NeIeHHe ¢ HOYTpodeH H 3HAOBYAHH.

- XunonouopH anTebHOTROE: NanHu ot MpoyYBaHHA BBPXY XHBOTHM [FOKA3BAT, 9e
HCTIBC Morar na noBHImar pucka oT KOHBYJICHH, CEBP3aHH ¢ XHHONOHOBHTE anTAGHOTHIN, [TanuerTH
npuemainy HCTIBC u XHHONOHH Morar fa HMaT nmoBHINEH PHCK OT NOABA HA KOHBYIICHH.

4.6 DepranBTeT, GpeMEAHOCT B KLPMCHE

Bpemennocr:

Huxubupanero Ha npocrariangurOBaTa CHHTE3a MOKE 78 MOBJTHAE He0IaronpHATHO GpeMeHHOCTTA B/HIK
eMGpHo-deTanuote passutne. anud OT eNMZEMHOIOTHUHU OpOYYBaHHA NOKA3BAT HOBHIDEH PHCK OT
HEIOH3HOCBAHE H CbpievHH MandOpMalMH M racTPOIIM3HC chej ynorpeba ma HHAXMOATOPH Ha
[[pOCTAran JHHOBATA CHHTE3A B paHHA OPEMEHHOCT. AGCOMOTHHAT PHCK OT CHPAETHH MATDOPMALHH & G
TIOBHIDGH OT Mo-Manko ot 1% mo okono 1.5%. Cuura ce, ue PHCKEBT C¢ NMOBHIMABE IPH BHCOKH HO3H H
POAB/DKHTENHO eveHue. [IpH oruTH C XHUBOTHH IPHIIOKEHAETO HA HHXHGHTOPH Ha OpocTariaH HHOBATA
CHHTE3a BOJH [0 Mpe- H NOCT-HMNAHTALMONHA 3aryba H eMOpuo-deranen meranarer. OcseH ToBa ce
Cbo0mMana 33 NOBMIEHA HECTOTA Ha BPOAEHHTE MAN(OPMALyM, BKITIOUHTEIHO CHPACHHO-CHAOBH, TPH
KHBOTHH [IOMY4HIIH HHXHORTOpH Ha MPOCTAITIAHAMHOBATA CHHTE3a 110 BPEME Ha OpraHoreHe3aTa.

H6ynpoden ne TpaGBa aa ce H3nomra npes wspeas 1 BTOPHS TPHMECTEP Ha GPEMEHHOCTTa, OCBEH aKO He
€ KaTeropiHo HeoGXoauM, Ako HGYNPOder ce U3NON3BA OT XKekH, KOUTO ¢ ONUTBAT A 3abpemeHenT HIH
Hpe3 IMbPBHA ¥ BTOPHS TPHMECTHP HA OpeMeHHOCTTA, jAo3aTa TpAGRa Ja GbAe MaKCHMamHO HHCKA H
IPOOBIDKHTENHOCTTA HA JICYEeHHE BE3MOKHO Hali-KpaTKa.

B nocness0To TpHMeceuHe Ra GpeMEHHOCTTa BCHUKH HHXHOHTOPH Ha HPOCTANTAHAMHOBATA CHHTE3a MOTAT
Aa H3NOKAT Ha PHCK:

. Iaoaa Ha puck oT;
] Kapanomuonatns (¢ npexzenpeMeHno 3aTpapane Ha detannns ductus arteriosus &
XUNEPTEH3HRA); -

o Bubpeuna aucdynxuus, kosro Mmoxe aa nporpecupa Ao OpGpeuHa
OTATOXOPAMHHO34;




. Mafikara u HOBOpOIEHOTO B Kpast Ha GpeMeHHOCTTa, Ha PHCK OT:

o BB3MokHo yremkaBaHe Ha BPEMeTO Ha KbpBeHe, aHTHarperaHTeH egexT, KoHTO Moxe fa ce
HablioNaBa JOPH B MHOTO HHCKH JIO3H;
0 MOTHCKAHE HA MATOYHHTE KOHTPAKLAR U 3a6aBEHO HITH YABIKEHO PAKIAHE.

Crnenosarento nGynpoden e npoTHBONOKA3AH TIP3 NOCIEAHOTO TPUMECEUre Ha OpeMeHHOCTTa

JIakTanusg m kepMene:

H6ynpoden 1 HeroBute MeTaGoNHTH NMPEMAHABAT B MHOIO HHCKH KOHLEHTpauHH B KkbpMara. He ca
H3BECTHH HeOMIAroNpHATHY NOCNEACTBHA 38 KbPMaYETaTa, NOPAIH KOETO HE & HEOOXOAHMO MPeKsCBaHE Ha
KBPMEHETO B Clyyali Ha KPATKOBPEMEHHO JieeHke ¢ WBynpoden Ha Jieka 10 yMepena 6oMka B TeMmneparypa
B NPENOPLYBAHHTE JO3H,

DepTHAHTET:

Hma n3secTHn nanHu, ve NeKapcTaaTa, KOHTO HHXHOHPAT HKI0-OKCHIeHA3HaTa/

TPOCTArNaHANHOBA CHHTEIA MOJKE @ NPEAM3BHKAT YBpex/Jane Ha XEeHCKHA JepPTHITHTET Ypes Bh3gelicTRHe
BbpXY OBynaumsaTa. Tosu edexr e oGpaTiM cnea npekparipane Ha Je9eHEETO.

3a eexra Ha ubynpoden BLPXY peprunuTeTa NpH xenu BIK T.4.4.
4.7 Edexrn Bhpxy ciocobmocTTa 38 mojpupane 1 patora ¢ MaMIEHE

He ca neobxonqumn npeanaskn Mepku NPy ynoTpe6a B NpenopsHBanyTe JOMMPOBKA R TIPONLIKHTETHOCT
HA JEYSHHE,

4.8 Hewenann nexapcrsenn peaknng

CHHCBKBT Ha HeXENaHH NEKAPCTBEHH PEaKIHH IO-ZOJNYy ce OTHAacd 3a KPaTKOCpodMHA ymorpeGa Ha
ubynpotden B nosnpoBka karo 3a OTC npoxykr (MakceMyMm 1200 mg Ha geH). JlombIHATENHN HeKeNaHy
PCaKIliyd Morar na ce Haﬁmo.uana'r OPH ABATOCPOYHO JIeYEHHE Ha XPOHHYHH CBLCTOSHHAA.

Bh3MOxHHTE HexeNaHH TeKAPCTBEHA PEAKIHHE, KOHTO Ce MpoABsBaT fipH HOYNpodeH ca npeacTapeny no-
Aomy, TPYMHpPaHH MO CHCTEMA-OpraH Knac KAaCHQHKALHATA H YECTOTA.

YecToTaTa ce onpenens KakTo crezsa: MHOTO 9ecTu (=1/10); Yectu (=1/100 no <1/10); Hewectn (=1/1,000
Ao <1/100); Peaxn (=1/10,000 a0 <1/1,000); MHuoro peaxn (<1/10,000); Henzpectra (0T HamHuHATe NanH
He MOxe Ja Oble HanpaseHa omleHka). B ormennmTe rpymH mo uecToTa HexenaHHTe PEaKIHH ca
TNPEACTABCHH B HH3XOAALI PEJl CHIOPEA CTENEHTA HA CEPHOZHOCT:

Hali-uecTHte HexenanH NeKapcTBEHM pPeakiWH ca ¢ XapakTep Ha CTOMAUIHO-9PCBHA HAPYUICHUA.
Heswenanure peakuau ca npeTAMHO 3aBHCHME OT J[03aT4, OCOGEHO PHCKA OT TIOABA HA CTOMAITHO-YPEBHO
KbPBEHE, KOITO € 3aBUCHM OT J030BATA MPAHMLIA H NIPOABIKHTENHOCTTA HA JICUEHHETO.

Hexenanute peakiyh ca no-peaku npu MAKCHMANHA HEBHA Jo3za po 1200 mg.

Knunirarure uscieppaHusnokassar, de ymorpeGara Ha néynpoden ocobeHo BHE BHCOKH no03H (2400
mg/eH) MOXe Ja Ceé CBBPXKE C JIEKO YBENUYeH PHCK OT apTepHAIHO-TPOMOOTHHHM cbOMTHS (Hanp.
MHUOKapAeH wHbapkT uin BHCynT) (Bik T.4.4).

TABJIHIIA HA HEXEJAHHTE PEAKIHHA

CHereMa-opram xiaac YecToTa He:xeJIafin PeaknHn

Hapymenws w©a kpeBra u | Muoro Hapymenus wHa  xemomo

nAMpHATA CHCTEMA pelKH NeBKONEeHN, TpOMOORHTONEHHA
ATPaHYINIHTO34).




ITepsuTe NpH3HAUH ca TemmepaTypa, Gonke B
IbpAOTO, MNOBBPXHOCTHH #3BH IO YcTara,
TPHIOTIOAOOHH CHMIITOMH, CHIIHA OTNAXHANOCT,
KPBBOH3IJIMBH OT HOCA H IO KOXATA.

Hapymmenus ©Ha  mMyHHaTa Peaxunn HA CBPBXIYBCTBHTEHOCT
CHCTEMA BEIIOYBANTH :
Hevectn VpTHKApHA B DPYPUTYC
Mnoro Texkn peakiian Ha ch'bquBcTnn'rennoc'r
penxd CHMIOTOMHTE BIJIIOMBAT OTOK Ha NHIETO, €3IHKA H

TIApUHKCA, 3amyX, TAXHKApAHd, XOIOTEH3HA,
(anatBraKcHa, aHrHOEAEM MIH TEXKBK LIOK).
BrommapaHe Ha acTMa H OpoHXocnassM
Henspectna | IloBHAIIEHA pPeaxTHBHOCT HA pPeCIIMPATOPHHA
TPAKT, OTHACAI Ce JI0 ACTMAa MM 3aJyX

Hapymenns Ha HepBHara cucTema | HegecT napobonue
MHoro AceNTHYEH MERHHIHT
peaKH
Copaeinu papymieans HemsgectHa | CupaetiHa HeOCTATBYHOCT H OTOLH
CBbA0BH HapyLISHHN HemseectHa | ApTepHanHa XHOEpTOHHS
CroMamHo- upepHu Hapymenus | HevecTn Kopemua bonka, nACHENCHA H TajeHe
Penxu Hnapus,  ¢naTyneHuus, KOHCTHOAHHA |
NOBpBIIaHE
MmHoro IenTiana A3Ba, nepdopara HITH -
peaku FaCTPOMHTECTHHANEH  KPBBOH3NHB, MeJEHa,

XeMaTeMmesa, NoHAKora ($aTalna, Ae-ClenHaIHo
NpH NalMeHTH B HANPEJHATA  BB3PACT.
ViueposeH CTOMATHT, FACTPHT, OOOCTpAHE HA
konuT H Gonect Ha Kpor (Bux T.4.4)

XenaTo-GunHapHy HapymeHHs Manoro YeproapobHo yBpexkAaHe
PeKH
Hapymenna wma xoxara n | Hewecru Paznrvsu KoxHH OOPHBH
ODOAKOXHATA THKaH Msoro TexKH KOKHH PEakUHH Karo Oyno3nn oOpuBH,
peEKn BRIOYBAIIA CHHJApOM Ha CTHBBHC-I[KOMCHH,
epuTeMa MyAThdopMe H TOKCHYHA ENHASPMAITHA
HEKpOIIH3a
C Hem3gpecta | JlekapcTBeHa peakuHs ¢ eosHHOQMIHS W
YeCcTOTA cAcTeMHH cuMnToMH (DRESS curapom)
Hapyienns ©a O6n0penure u | MHoro Octpa ObbpeyHa HEAOCTATHYHOCT, NANMKNAPHA
TAKOYHNUTE IETHINA penKn Hexpo3a, ocobeno npn AbiarocpouHa ymorpeba,

CBBP3dHA ¢ MOBHIICHA CEPYMHA KOHLICHTPAI[HA
HAa yped H OTOLH,

Hacnensanus Mmnoro ITonwkenH HHBa Ha XeMOrobHHa
PeOKH Tonwken ObOpesien KANPLHC Ha ypes

! MloxnazBanuTe peakiyn Ha CRPEXUYBCTBHTENHOCT IPH JIeYeHHE C UOYPOPEH Ce OTHACAT A0:

(a) HecienRGUYHH aNepruyHH PEAKIUHH, SAHHIYHH CTyuaH HA AHA(pHIAKCHN;

(6) noBmmIeHa pPeaKTMBHOCT HA PECTMPATOPHHA TPAKT, OTHACAIN Ce JO 8CTMA Ly
OponxocnassM, HiH 3a1yX; ;



(B) pasHOBHAHM KOXHH NPOABY, BKIIOYHTENHO OOPUBH OT pasinveH THI, TIPYPHTYC, YPTHKSPHS, TYpIIypa,
AHTHOENeMa H MHOTO PRIKO ekcoMHaTUBHA K Gy103HH ACPMATO3H (BKIIOYHTEIHO TOKCHHHA eNHASPMAaTHa
HEeXponu3a, CHHApoM Ha CrusbHC-IXOHCHH H epHTEMa MyTTHROPME).

? [TaToreHeTHHHMAT MEXARUIBM 1A REKapCTBO-UHAYLNPAHNA 2CeNITHYEH MCHAHTNT HE € HAITHIIHO M3ACHEH,
Bonpexu ToBa nanHuHHTe NaHNH 38 cBbp3anna ¢ HCTIBC acenTiyed MGHHHTHT HACOUBAT KbM peakuud Ha
CBPBXUYBCTBHTETHOCT (NOpaaM chBNajieHHe MO BpeMe ¢ YIoTpebaTa Ha NeKapCcTBOTO U NpeMUHABARE Ha
CHMITTOMHTE ClIEN, NpeKpaTABade Ha NeueHHeTo). Tpabra aa ce oTGenexH, e ca HabmonaBaHH eqUHENHE
CHMOTOMH Ha GCENTHICH MEHWHTHT (KaTO BPATHA PHTMAHOCT, MaBobonke, raleHe, NOBPHINARE, TPECKA
HIH J€30PHEHTAIHA) [0 BpeMe Ha Aederune ¢ HGynpoden NpH NAMKENTH ¢ ATOHMYHHH Hapyinenua (Karo
CHCTEMEH JIYNyC epHTEMATO3YC, CMECEHa CheiHHUTENHO-ThKanHa Gonecr),

Crobianane Ha NONOINPAHN HEKETAHN peaximi

Crobimasanero Ha I0J03HPaHHTE HEKENAHH JIEKAPCTBEHH PeaKluy cejl paspelaBaHeTo 3a ynorpeba Ha
JICKApPCTBEHUA MPOAYKT € BaXHO. TOBa MO3BONABA MPOTBIDKMTENHOTO HAGMIOAEHHE HA CHOTHOMEHHETO
NON3a/PHCK OT JIEKAPCTBEHHUA IPOAYKT.

Menuumuckute cnennankcts tpaba Aa cpobImaBaT 3a NOACINPAHHTE HEXENaHH NEKAPCTBEHH peaKuyn
Jo:

HsmbanaTenna Aresnas no Jlexapereara

Codms 1303, yn. Hamsu Ipyes 8

Ten.: +359 2 8903555; daxc: +359 2 8903434

e-mail:bda@bda.bg

49 Hpexosupane

Hormbmanero Ha noveue or 400 mgkg or nena Moxe Aa ce NpoABH Ype3 pasaHYHH cHMNTOMH. Ilpu
BB3PACTHH peaklUHUTe NPH NpeJo3ApaHe He ¢a TaKa H3Pa3eHH.

[eprona Ha NOMY-KMBOT Npy mpenosupane e 1.5 - 3 yaca.

Ipeaosupane

Ilpn nomeuero manMeHTH, KOHTO CA4 MOrBIHATH 3HAYHTENHO OT KIHHHYHA TIEHA TOUKA KONHYECTRBO
HCTIBC, npeaosnpanero #imMa Ja ce NPOABH ¢ APYTO OCBEH TazieHe, NOBpBIlaHe, eNATacTpatna Gonka Hin
iio-paaxo Auapud. Ulym B ymure, rnaBoGonue, CTOMAMIHO-YPEBHO KBPBEHE CHIIO CA BE3MOKHH. Ilpn no-
CCPHO3HH OTPaBAHMA, TOKCHYHOCTTA 3acsra UEHTPAIHATA HEPBHA CHCTEMA M CE NPOABABA C BEPTHIO,
CBHIHBOCT, NOHAKOra NpeBB30YAA W AC30PHEHTAINS MAM Koma. [IOHAKOra NALUMEHTHIE pasBHBAT
xouyncud. lpn cepuosso oTpapAHe MOXKE Za HACTHIM MeTaboNHTHA ammaosa. Moxe 4a ce NMOABH
XHNEpKANIHEMHs U J1a C¢ YABIDKH NpoTpoMOnHOBOTO BpeMe/INR, BepoATHO IBIKAII0 C& Ha CMYIICHHS Ha
fICHCTBHETO HA LMPKYIMpamuTe ChCHpBAINA (akTopd. Moxe fa ce MOABAT octpa GuGpevHa
HEZOCTaTHYHOCT, XMIIOTOHNA, NIOTHCKAke HA AHINAHETO M LHAHO38, KAKTO H YBPEXKIAHE Ha YepHus Apob.
Bnowaeaye #a acTMaTa € BB3IMOXHO TIPH ACTMATRIA.

TepaneRTHYAH MepKkR
Hama cnennduden anTHAOT,

Jlevennero TpaGea Aa OBAe CHMITOMBTHUHO H TOANOMArAINO, H BKIOYBA noAabpxaHe Ha cBoDoJeH
BBIAYIIEH MHT 4 MOHHTOPHHI' Ha ChPAIeYHHTE H XKHIHEHHTE MOKa3laTeNH A0 crabiiuzupaHeTo mM. Moxke
Aa ¢ B3eMe NPEABHA NepopaNHOTe NPKIAraHe HA AKTHBEH BBHITIEH H CTOMANINA HPOMHBKA, aK0 112

Obiie Rexysan o | 4ac OT NONTBINAHETO Ha NOTEHIMANHO TOKCHYHE KOMHYECTBO. AKO HENE
e abcopbuparn, Moxke Ja ce MponoXaT aNkaiHA CyGCTAHIMH, 33 Ja CTUMYNHPAT OTHETAHE
ubynpoden 4pe3s ypHaTa. AKO 3aMECTST HAM CE YABIDKAT, KOHBY/ICHHTE TpsbBa d f
HHTPaBeHO3CH AMasenaM WM jopasenam. Ilpy actMa ce npunarat 6poHXOZANATS




5 ®GAPMAKOJOIHYHH CBOHCTBA
51 DapmMakoaEBAMEY AN CBOHCTEA

tbapmauonpauen'mqna rpyna npoTHBORBINAMHTENHH H AHTHPEBMATHYHH NPOAYKTH, HECTEPOHAHH
OPOH3BOAHH HA MPOMTHOHOBATA KACSTMHA

ATC Koa: MO1AEO1

H6ynpoden e HCIIBC nokasano edukacHocT npH o6udaliHHTE EKCHEPHMEHTAIHY KHBOTHHCKH MOZSIH
Ha Bb3MaleHHe upe3 MOTHCKAHE HAa NpPOCTAarjaHAHHoBAaTa cHHTesa. Ilpa xopa ubynpoden namanssa
Gonkara, oTonHTe H TeMnepaTypata iipy Be3nantenne. Ocier ToBa mGympoden oSparHMO HHXHGHpa
TPOMOOLIHTHATA Arperauus.

Kaunpynara edexrusaoct Ha BGynpoden e noxasana nps Gonks kato riasobonse, 360601 1 AHCMeHOpes
H npn GebpunureT; ocBeH TOBa W OpH nauMeHTH ¢ Gonka M (eSpHNUTET CRBP3AHH ¢ IPOCTYHHH
3abonsBaHKA H TPHI, KAKTO H NpH MOAENH Ha GONKH KATO NPH BB3NMAJEHO BP0, MYCKY/IHA GONKa HIM
MEKO-THKAHHH TPaBMH H GoJKH B repoa.

EKcnepHMeHTaNH# JaHHH noKa3sart, ue Hiynpoden Moxke KOHKYPEHTHO Ja HHXHOHpA edeKTa Ha HHCKHTE
A03H AUETHNICATHIHIOBA KHCEIHHA BEPXY TpoMOOLMTHATA arperalis, KOraTo ce mpriarar
enHoBpeMeHHO. Haxou dapMakonHHaAMHUYKY POYYBAHAA NIOKAIBAT, ME KOrATO SAHOKpaTHA fo3a oT 400
mg nbynpoden, npuera 8 gaca npeau wan ao 30 MuHyTH cnex §1 mg aUETHACATHIIANIOBA KHCETHAA C
He3abasHo ocBobonnabane, ¢ HabMOABaH MOHIDKEH eeKT Ha AETHICATNUNIOBA KUCETHHA BhPXY
o6pasyBaHeTO Ha TPOMGOKCAH HIIH arperauuara Ha TpoMGouuTyTe. BENpekH, Ye Ma HeCHIYpHOCT npH
eKCTpano/allia Ha Te3H JAHHH OT KNIMAHYHHE Cly4YaH, He Moxe Aa Obae H3KmovYeHa Bb3MOXHOCTTE, 4e
OpH peJOBHATA NPCABLIDKMTENHA yrorpeba Ha ubynpodeH MoXe A3 HAMATH KapAHONPOTEKTHBHHS ¢deKT
Ha HUCKH JI03H ANETHICANMIAIOBA KHCENHAA, He e Bp3MOXHO Aa ce Hab/moAasa KIHAHYHO 3HAYHM edekT
NpH HEpeAOBHA ynoTpeba na H6ynpoder (Bux 1.4.5).

[Mpoy4ypane npu nenrasHa GoNka € MOKA3ano, 4e NANMEHTHTE ¢a MOYYBCTBANM CTATHCTHYECKH 3HAYAMO
ofnexyapase Ha Gonkata Ao 15 mun. cies npuem ra Hypoden ®emuna Mopre B cpasHenne ¢ nnauebo. B
TOBa NpOYYBaHE 3HAMATEHO MOBeYe NALMEHTH Ca M3NMTAIH ocesaeMo obmexuaraHe Ha Gonkata crien
npueM Ha Hypojen ®emuna Popre B cpasHennre ¢ napauetamon tabnetk (96.3% copamo 67.9%). Teau
MALMEHTH €A H3NHTATH ChIIO TAKA 3HAYHTENHO HO-TOAAMO PEAYLUPAHE HA HHTEH3IATETa Ha GonKara B mo-
roismo obnekuaBaH € Ha GONKATA Ha 6-THA HAC B CpasHEHME ¢ NAUHCHTHTE NPHEMALIH MapaLETaMO.
[Ipunaralixi meToaa 3a oleHka Ha KOHLEHTpalluATa, NALMEHTHTE MoJydaBauy wGynpoden Harpuii ca
HMAJTH 3HAYHTEHO NO-TOJITMa MOM3a CIPAMO Te3H NOMyYaBamH mwiaueto.

52 DapMakokHHETHTHH ¢BOHCTEA

Hbynpoden ce pesopbupa Gsp30 OT raCTPOMHTECTHHAJIHHS TPaKT H Ce pasnpefens GLpso B TANOTO..
Hobynpodies ce cppp3pa ¢ M1a3MEHHTEe NPOTEHHM B 3HaquTenHAa cremen. U6ynpoden npemmuHapa B
CHHOBHaNHaTa Te4HOCT. ExckpeliusaTa npes GuGpenmre e Obp3a u nbiHa.

MakcuManHH cepyMHH KOHUEHTpauwH ce Hafmoaapar 1-2 yaca cled OpHNOXEHHeTo HGYnpodeH
kucenusa. Hanmmunero Ha xpana Moxe Aa 3a0aen abcopOumaTa. ToBa BpeMe BapHpa MeXAy PasIHYHATE
nexapcreesd GopMi. CpeaHO MaKCHUMANHM IUIA3MEHV KOHLEHTDALMM ¢S AOCTHIAT npuﬁmmuo 35
MHHYTH cnej npunoxenue na Hypogen ®emuna Popre, ceappxamy 512 mg ﬂﬁynpocl) CH-SIFPH:..

cpapHaBane Ha 2 Tabnerkn Hypoden ®emuna Qopre u 2 tabnetkn Hypopen @opre 4
NHKOBH IUIA3MEHH KOHLUSHTPaLHHA ca AOCTHIHATH NoBede OT ABa mbTH No-GBps3c np
(35 mun.) B cpaBHenue ¢ nGynpoden (90 mun.). Tabnerrure Hypopen demuna g
Oonkara npa METH N0-0Bp30 OT cranzapTHns Hypoden Popre, chabpixany HOympogy




Hbynpoden ce merabomusnpa ce 8 uepnus Apob (XuApoxcHnHpase, KapGoKCHIMpaHe, KOHIOTHpAHE) A
apMaKoNOrHYHO HEAKTHBHHTE MY METabONHTH ce eTHMHHHPAT rnaBHO Npes GuGpemuTe (90%) u upes
KIbukata.. Bpemero Ha moMyenEMEHMpaHE TIpH 3APARM MHIHBHJM M TIPY TAaKHBA C YepHOAPOGHH M
616peuns saronssanma ¢ 1.8 a0 3.5 yaca

BpeMeTo Ha noyenHMHHHpaHE € OKONo 2 yaca,

He ca nabnionapann 3HaYMMH pasiiHviAA BbE (ApMAKOKHHETHMHHS MPOGHI MpPH NALHEHTH B Hanpeanpana
BbL3pacT.

Ipu orpanndenn npoyupanns u6ynpoden ce OTAENA B KHPMATA B MHOTO HHCKH KOHIEHTPAIHH.

53 Ilpenxnuanvan Jaunk 33 GesomacrocT

OcHosnute ToxcHunH edextn Ha HOynpodeH, HabmoJasaHH NpH HINHTBAHHA BbpPXy XHBOTHH &
NpofBABAT B JIE3HH U YNLEPaLHH Ha racTpo-HHTECTHHANHHA Tpakt. HOynpoden ne mokasa MyrareHen
MOTEHIHAN in vitro H KAHUEPOreHHOCT MpH IUTBXOBE H MMUIKH, EKCNEpHMeHTANHH IpOYdBAHHA ca
nokasanH, ie ubynpoden npeMuHaBa Npes NIALGHTATA, HO HAMA AAHHH 32 TEPATOTEHEH edexT.

6. ©CAPMANEBTHYHH JAHHH

6.1 CoEchbka HA DOMONHE BEINECTRA

Kpockapmenosa narpuesa con (E468), Kennuton (E967) Muxpokpucranna uenynosa (E460), Maruesnes
creapar (E572), Cunnunes anokenn, kononpeH, (E551), KapMenosa natpaesa con (E466), Tank (E553b),
Apafcka ryMa, u3cyTeHa 4pes pasnpamapane (E414), 3axap, Turanos auoxcux (E171), Maxporon 6000
npax, Yepseno mactiio Onaxon S-1-15094,

6.2 PUIHKO-XHMHTHE HECHLBMECTHMOCTH

Hama

6.3 Cpox 5a roanocr

2 roAHHHA

64 CnennmanHm yc10BEA HA CLXPAHCHHE

He ce m3nckpar cnenuanny ycnosna Ha coxpanenne, Jla ce ChXpaHABa B OPHIHHAHATA ONAKOBKA.

6.5 Buxn chaAbLpXKANAE HA ONAKOBKATA

Bnecrepuu onakoexm, chcrosmm ce or Gnmctepu oT HempospaueH Omn 250pum PVC ¢ 40 gsm
nonuBuHEAAeH (PVAC), Tonno-3aneuatan keM 20 um anymusmneBo $onuo. bancrepute ca onakoBar# B

KAPTOHEHA KYTHA.

Bimcrepun onaxopku, CLCTOAmM ce or GaMCTepH OT HenpospaueH 6an 250pum PVC c 90 gsm
nomueHRHIAeH (PVAC), Tonno-3aneyatan weM 20 pm anymunueso dponmo. Baucrepure

KAPTOHEHA KYTHA.

Onaxoska Hypoden demuna Gopre chxepxka 12 uim 24 o6suTH TabreTxy B Kaj

He BcHukn onakoBkH 1ie ce NpoAaBAT Ha Ma3apa.



6.6 Copnmajgng npeAna’HA MepKH NPH AIXBLPJISHE

Hama npunoxenn

7. IPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

89-97 Grigore Alexandrescu Str., Building A, 5th floor, district 1
Bucharest, PymMbHus

8. HOMEP HA PA3PEILIEHHETO 3A YIIOTPEBA
20100648

9. NATA HA TBPBO PA3PEIIABAAE / TNIOJHOBABAHE HA PA3PEMIEHHETO 3A
¥YMIOTPEBA
ton, 2010

10. JIATA HA AKTYAJM3HPAHE HA TEKCTA
HoeMBpH, 2018




