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PEnVBJIMKA B-bJIFAPMfl
ll3m»/iHMTe/iHa areHi^nn no jieKapcTBaTa
REPUBLIC OF BULGARIA
Bulgarian Drug Agency

eeo

PA3PEmEHHE 3A YHOTPEBA HA JIEKAPCTBEH HPOAyKT
  BG/MA/MP 53.SM../..U.±.m.

Ha ocHOBaHHe HJ-I. 59a, aji.5 OT SJIHXM BI>B Bpt3Ka c npoye^ypa no qji.23, aji.3 OT SJIHXM c
pe4)epepiTen   HU/H/0446/001/R/001, 3aaBjieHHe   HAH-34409/14.07.2021 H yBeflOMjieHHe sa
npHKJiioiBane Ha npoyejiypa no BsaHMHo npHSHaBane OT pe^epeHTHaTa crpaHa yHrapna

HO^HOB^BAM PA3PEmEHHE 3A yROTPEEA B PEHyBJIHKA BI»JirAPHH

na jieKapcTBeH npo^yKT sa xyMaHHaTa Meji,HU,HHa

  II - 38143/14.06.2017,
PemcTpayHOHeH   20170193

^HX MAKC 1000 mg (})HJiMHpaHH Ta6jieTKH

MMC (cBo6oAHO M36paHo) na jiei<apcTBeHH^ npoAyKT, i<ojiMliecTBo Ha aKTHBHOTo(MTe) BeuxecTBo(a) B ^osoBa e^HHHua( sa
onpeaejiei-ia Maca wm o6eM, %), jieKapcTBeHa c|)opMa, KOJiHLiecTBO B onaKOBKa

Pa-3pemeH sa ynoTpeoa no HJI. 30, aji. l OT 3JinXM, lui. 10a OT ^[npeKTHBa 2001/83/EO.

AKTHBHO(H) BeiriecTBo(a):
JI,HOCMHH
Diosmin

KojIHHeCTBO Ha aKTHBHOTO(HTe) BeiII,eCTBO(a) B w30Ba eflHHHya: 1000 mg

KojiHxiecTBo(a) B ejina onaKOBKa: x 20; x 30; x 60

ATCKOfl: C05CA 03

CpoK na ro^HocT: 2 FOAHHH

Pe>KHM na OTnycKaue: Be3 JieKapcKO npe^nHcaHne

FIpHTOKaTeji na paspemeHHeTo sa ynoTpe6a: HMe, a^pec H A'Ł>P>i<aBa:
Przedsiębiorstwo Produkcji Farmaceutycznej HASCO-LEK S.A., ul. Żmigrodzka 242 E,
Wroclaw, 51-131, Hojima
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npoH3BOjiHTeji(H): HMC, aApec H wp>i<aBa:
Przedsiębiorstwo Produkcji Farmaceutycznej HASCO-LEK S.A., ul. Żmigrodzka 242 E,
Wroclaw, 51-131, Hojima

flaHHHTe 3a jieKapCTBenHa npo^yKT ca noco'qeHH B TpH npHjio>KeHH3, tiepa3AeJiHa HacT OT paspemeHneTO
3a ynoTpe6a:

HpHjioKeHHe l - KpaTKa xapaKTepncTHKa Ha npo^yKTa

RpHJIOKeHHe 2 - JtHCTOBKa: HHc|)OpMaU,Ha sa noTpe6HTejia

RpHjioKeHHe 3 - MaKCT na onaKOBKaTa

HacToaiĘOTO paspemeHne e BHHcaHO B PerncTŁpa no HJI. 19, aji. l, T.3 OT BJITIXM nofl peracTpau;HOHeH
 20170193/..1.2'C8;..ZU/Z..... C-braacHO qji[.55, M.4 OT 3JIRXM paspemeHneTO 3a
ynoTpe6a/y^ocTOBepeHHe sa perncTpayH}! e GescpoHHO.

Ha ocHoeanue HJI.ÓO on. l om 3finXM npu e'b3HUKewe na KaKsamo u óa e npOMHHa e ycjioeufima, npu Kowno e usóaóeno
Hacmomifemo paspeiueHue, npumejicamenfim Ha paspeweHiiemo 30 ynompeóa e óji-bwcen óa yeeóo.MU Hsn-bJiHumemama
azemiiw no neKapcmeama Karno npeócmaeu c'bomeenwwna óoi<yMeHmaiiusi. H'3n'bJiHume}iHama azeHTĄun no fieKapcmeama
cneóea óa 6-bóe UH(pop.MUpa.Ha sa BCUHKU HOBU óaHHU no omHOiaeHue na Kanecmeomo, 6e3onacHOcmma vjiu ecjjuKacHOcm HO
zopenocoHemisi neKapcmeen npoóyKm.

OmzoeopHocmume na Han-bJi.Humeji.Ha azeHtiufi no jieKapcineama we ei<jiiolieam 3aufwna Ha nameHinHU npasa u m-bpzoecKu
MapKu. Te He ca oóeKm Ha o^eHKama npu npoijeóypama no pa3pewaeaHe 3aynompe6a HajieKapcm.eenufi npoóyKm.

BCSKO nocjie^,Bam;o paspemeHne sa npoMaHa Ha HacToaiyoTo pa3pemeHHe 3a ynoTpe6a npe^CTaBjiaBa
Hepa37iejiHa HBCT OT Hero.

MAF. OAPM. BOF^AH KHPHJ^OB
Hsn-bJiHumejieH óupeKmop
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Coc(3Mfl 1303, y^. flaMflH FpyeB   8, TCJI.: (02) 8903 555, c^aKC: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,

e-mail: bda,@_bd.a_bg.
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For BG (OTC product)

MHHH, KOHTO TPMBBA ^A CI>J(I»PXA BTOPH'fflATA OHAKOBKA
{KapTOHCHa KyTHH}

MSHLJIHMTEJIHA AFEHUM?! hO JiEKAPCTBATA
l. HME HA JIEKAPCTBEHHM HPO^yKT MaKBm na onaKoBKama - npuAO>KSHue3'

/],HX MAKC 1000 mg 4'HJiMHpaHH Ta6jieTKH
flHOCMHH
DIH MAX 1000 mg film - coated tablets
diosmin

K^M Pe^. N,......10.ffCl3±
PaspeujeHue N' .^^/.H^./..Łl^J.

.,./.Ogogpewue  ............................./.„..,1..2,.'P8-
2. OBMB^BAHE HA AKTHBHOTO(HTE) BEIU(ECTBO(A) ^ €^ ^ h^ ur ^ > ^/1 -] .(|g- 202
EAHB 4>HJiMHpaHa Ta6jieTKa cŁAip^ca l 000 mg WOCMHH

3. CmiCŁK HA HOMOUtHHTE BEI^ECTBA

4. JIEKAPCTBEHA OOPMA H KOJIHHECTBO B E^HA OHAKOBKA
20 4)HJIMHpaHH Ta6jieTKH
30 4)HJIMHpaHH Ta6jI6TKH
60 (})HJIMHpaHH TaQjieTKH

5. HAIDffl HA HPHJI02KEHHE H HŁT(HU<A) HA BŁBE^C^AHE
HepopajiHO npHjioKCHiie.
Hpeapi ynoTpe6a npoieTeTe jiHCTOBKaTa.

6. CHEUpAJmO HPE^ynPEaCAEHHE, XIE JIEKAPCTBEHHHT HPO^yKT TPflBBA
ffA CE CLXPAHHBA HA MHCTO /(AJIEIIE OT HOrjIEflAH ^OCErA HA ^EU[A

fla ce cLXpaHHBa Ha MacTO, Heaocn>nHo sa p.eu.a.

7. ^pyrn CHEIPIAJIHH npE^ynpE^c^Emui, AKO E HEOBXO^HMO

8. MTA HA H3THIIAHE HA CPOKA HA FO^OCT
FOWH w.

9. CHEU.HAJIHH yCJIOBHfl HA CTbXPAHEHHE z^I^y^y^
<3%ff,& ce CLXpaHaBa nofl 25°C B opiirHHajiHaTa onaKOBKa. fla ce na3H OT Bjiara. //Y/^^^S('^iss\^E f .";;•". :^^^:
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10. CHEUpAJIHH HPE^HA3HH MEPKH HPH H3XBLPJMHE HA HEH3HOJI3BAHA
HACT OT JIEKAPCTBEHHTE HPO^yKTH HJIH OTHA^ŁHHH MATEPHAJIH OT
T^X, AKO CE H3HCKBAT TAKHBA

11. HME H A^PEC HA HPHTEaCATEJM HA PA3PEmEHHETO 3A yHOTPEBA

Przedsiębiorstwo Produkcji Farmaceutycznej HASCO-LEK S.A.
Żmigrodzka 242E, Wrocław,
51-131,nojima

12. HOMEP(A) HA PA3PEmEHHETO 3A yHOTPEBA

PeracTpayHOHCH   20170193

13. HAPTH^EH HOMEP<, KO^OBE HA ^APEHHETO H HA HPO^yKTA>

napTHfla:

14. HAHHH HA OTnYCKAHE

Ee3 jieKapcKo npe^nHcauHe.

15. YKA3AHHH 3A yUOTPEBA
Rpe^nasBa Kp-bBOHOCHHTe ciaoBe. F[oflo6paBa ejiacTHHHocTra H TOHyca Ha BeH03HHTe cTeHH.

F[oKa3aHHa:
• JIeqeHHe Ha cHMnTOMH, cB'bpsaHH C BeHOSHO-JIHM^Ha HeflOCTaTbHHOCT: 60JIKH B KpaxaTa H
MycKyjiHH cxBaiyaHua, Te»;ecT B KpaKaTa.
• JIeqeHHe na CHMHTOMH, CBiipsaHH C OCTpH XeMOpOH^ajIHH KpH3H.

16. HHQOPMAIFMHABPAHJIOBAA3ByKA

^HXMAKC 1000 mg

17. VHHKAJIEH H^EHTHQHKATOP — ^BYHSMEPEH BAPKO^

He e npHJioxHMO

18. VHHKAJIEH HaEHTHQHKATOP — ^AHHH 3A 1ETEHE OT XOPA

He e npHJio^KHMO
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MHHHMyM ^AHHH, KOHTO TP^BBA ^A CL^LPXAT BJIHCTEPHTE H JIEHTHTE
{BJIHCTEP}

l. HME HA JIEKAPCTBEHIM HPO^YKT

flHX MAKC 1000 mg 4)HJiMHpaHH Ta6jieTKH
^HOCMHH

2. HME HA HPHTEaCATEJM HA PA3PEmEHHETO 3A yHOTPEBA

Przedsiębiorstwo Produkcji Farmaceutycznej HASCO-LEK S.A.

3. ^ATA HA H3THHAHE HA CPOKA HA FO^HOCT

rO^CH fl0:

4. HAPTHJIEH HOMEP

FIapTHfla:

5. apyrn

llSRLJIHi^TEJIHA AfEH^?i HO J1EKAPCTBATA
MaKem na onaKoBKama - npu/\o>K8Hue 3

KbM Pes.   .......LO^W1S»>....
Paspeu^eHue   .^//^/ttK.y....J.2<?it?......

1 2 -08- 2022
OgoGpQHue Ns

Wb^^-jr^^/ 17-08-2022
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M3nbJ]H!4TE^HA AfEHUMH K J1EKAPCTBATA
MaKern m onaKoBKama - npuAOMeHue 3

K^ Pee. N..........MW>i&.
Paspecuenue N. B.^AA.M.:/.......<r.?.^.6.c?..

12 -08- 2822'Afe................,.........../.
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Tamir

J<li en t/Customer,^ « H. hl.

Produrt/Kartonik:
pm MAX Bułgaria
]60 tab. 1000 mg

INDEKS:
TAM4180 „i^ii:
V'/ymic'-rv/'D'mension:
69 x 75 x 96 mm »
Surowiec/MateriaJ:
ALASKA PLUS
Lakier/Varnish:
Later UV

Gramat'jra/'Weighfc:
Alaska Plus 280g/m2
Wersja/Version;
02_27.02.2018r.
ApDlication/OS;
Adobe UustratÓT 16.0A,

^
Braille:
Jt^l.MAKC lOOOinhgł

PRINTED COLOR:

TECHNICAL COLOR

Miejsce bez lakieru

SSMi-CSS

Pha odermac

ITITIIII302

AMX
3MAKC 1000 mg

DIM MAX 1000 mg
film-toated tablet
Dioimin

WAX
aWAKC IOUU mg

DtK iWAX 1000
filin
Diosi
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JIHCTOBKA: HHQOPMAyH^I 3A nOTPEBHTEJI^

^HX MAKC 1000 mg c})HjiMMpaHH Ta6jieTi<H
^HOCMHH

DIH MAX 1000 mg film - coated tablets
Diosmin

HpoMCTCTe BHHMaTCjiHO yHJiaTa jiHCTOBKa, npe/xu fla sanoqHere fla npujiaraTe TOBa jieKapCTBO,
TT.H KHTO TH CT>flT>pMCa Ba^KHa 3a Bac HH^opMayHH.
BuHarM npHCMaHTe TOBa jieKapcTBO TOHHO KaKTO e onMcaHO B Tasn jiHCTOBKa HJIH KaKTO BM e Kasaji
Bam-HaT jieKap MJIM 4)apMaueBT.

- 3anaseTe Ta3H jiMCTOBKa. Moxe aa ce Hajio?KM Aa a npOHCTeTe OTHOBO.
- AKO ce Hy>KflaeTe OT^on-bJiHMTejiHa HHc}30pMayMa H^M ciBeT, nonMTafiTe BauiHa 4)apMau,eBT.
- AKO nojiyHHTe HaKaKBM He^KejiaHH peaKUHM, yBe^OMeTe BamHa jieKap, (^apMayeBT MJIH

Me^HUHHCKa cecTpa. ToBa BKjiro^Ba M BCHMKH BISMOMCHM HeM<e^aHH peaKyHM, HeonncaHH B Ta3H
JIHCTOBKa. BMX<Te TOHKa 4.

- AKO He ce qyecTBaTe no-^o6pe HJIM ciCToaHMeTo BM ce BJiomH, Tpa6Ba fla noTbpCHTe jieKapcKa
noMOLy.

KaKBO ci>/ii>paKa rasu jiHCTOBKa? MSnbUHMTEJIHA AFEHUMa n0 J1EKAPCTBATA
JlucmoBKa • npuAOMOHue 2

^Pez. N............MMJ.^..
Pa3petueHUQ Nt D!iK./!..{^!./..t.'^...y............................

, 12-08- 2022
,.,..<.,..,.,«l<r.«r<...l</..««;l;.<.................

l. KaKBO npe^GTaBjiaBa ffliX MAKC H 3a KaKBO ce M3noji3^a
2. KaKBo Tpa6Ba fla suaeTe, npeflH ^a npneMeTe /],HX MAKj
3. KaK aa npHeMare ^HX MAKC
4. B'b3MO>KHH HOKejiaHM peaKyMH
5. Kai< w CtxpaHaeaTe ^HX MAKC
6. Ci pM<aHne Ha onaKOBKaTa M /],on'bJiHHTejiHa MHc]iopMayi

I.KBKBO npeflCTaBJiflea j],HX MAKC H 3a KaKBO ce H3noji3Ba

Toea jieKapcTBO c'bKbpxa aKTMBHara c-bCTaBKa /],MOCMMH - no^o6p?iBa ejiacTHHHOCTra H TOHyca na
BCHOSHHTe CTeHH H nOfWbp-KSi wQpOTO Cl.CTOaHHe Ha eeHMTe.

^],HX MAKC ce HsnojiSBa 3a:

CiiMnTOMaTHHHo jieieHue Ha BeHosna HeflocTarbHHOCT Ha flojiHMre KpaHHHyH:
- 60J1KH B KpaKBTa H MycKy^HH cxBauiaHHa
- ToicecT B KpaKaTa.

CMMnTOMaTHtIHO JICHeHHe Ha OCTpH XeMOpOMflajIHH KpH3M.

AKO ue ce HyBCTBaTe no-^o6pe HJTH c-bCToaHMeTO BM ce B^OLUH, Tpa6Bafla noTLpcHTe jieKapCKanoMoiu,.

2. KaKBo e Heo6xoflHMo aa 3HaeTe, npeflw aa npHCMCTe /],HX MAKC

He npHCMafiTe ^HX MAKC
AKO erę ajieprHMHM KIM ^HOCMMH HIIH KI,M HaKoa OT ocTaHajiHTe c-bCTaBKH na TOBa jieKapCTBO
(M36pOeHH B T.6)

HpeflynpewfleHHH H npCAna3HH MepKM
AKO CHMHTOMHTe HB OCTpa XeMOpOH^ajTHa KpMsa Hę HaMajieaT HJIH ce ycujiflT no BpeMe Ha jieqeHHeTo,
KOHcyjiTHpaMTe ce c jieKap. .,_.-„„.

,.,-^.:--~~:::^,.
^tHl^^-S

cffl^^ ^B cjiyqau Ha ocTpa xeMOpOHflajTHa KpH3a, npenop-bHBa ce CMMnTOMaTHiHO jie^eHHe c 7I,I^^[^KC;Ł-
npOJIŁJIłKMTejIHOCT W HSKOJTKO flHH. //;^7^A;'^'X<'..?. \<^.^

^ifliSS'^1^
FoBepeTe c BamHa neKap win 4)apMayeBT, npew W npHcrbnHTe KIM jieHCHHe c ^HX 1^^(M&'': ^&

^'s^^j^ys/
s^:-'-. --'-^//^(AEtó€^/
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^eya H IOHOIUH
E^HKacHocrra H 6e3onacHocTra npH aeya ii lOHomH noa 18 rojiHmHa B-b3pacT HC ca H3CJie^BaHH.

HayueHTH c 6i>6peqHa H/HJIH qepHOflpoSHa HeflocTaTLqHocT
E(})HKacHOCTra H 6e3onacHOCTra OT npHCMa na WOCMUH npH nayHCHTH c 6-Ł6peqHa H/HJIH
qepHOflpoCHa HejiocTaTŁHHocT He ca Hscjie^BaHH.

^pyrn jieKapcTBa H ^HX MAKC
TpaGBa aa Ka^KCTe Ha BamHa jieKap HJIH 4'apMayeBT, aKO npHCMaTe, HacKOpo CTe npHCMajiH HJIH e
B'b3MO)KHo fla npiieMaTe flpyni jieKapCTBa.

He ca HscjieflBaHH B3aHMo^eHCTBHaTa c flpyrH jieKapcTBa.

jyiX MAKC c xpana H HanHTKH
HpHeMŁT na jieKapCTBOTo TpaGea Aa CTaBa no BpeMe Ha xpaneHe.

BpeMCHHOCT H KŁpMCHC
AKO cTe GpeMeHHa HJIH K-bpMHTe, CMaTaTe, qe MOTKG aa CTe GpeMeHHa HJIH ruiaHHpaTe 6peMeHHOCT,
nocŁBeTBaHTe ce c BamHa jieKap HJIH (|)apMaueBT npejw ynoTpe6aTa Ha TOBa jieKapCTBO.

EpeMeHHOCT

YlopaW JIHHCa Ha flOCTaTŁtIHO MeflMUHHCKH H3CJieflBaHHa, fl^X MAKC Mo%;e ^a ce npiieMa OT
GpeMCHHH MceHH caMO npn KpaHHa Heo6xoflHMocT HJIH no npe^nHcaHHe OT jieKap.

KbpMCHe
Hopa^H jiHnca Ha flOCTaTŁHHH WHHU sa CTeneHTa Ha eKCKpeTHpaHe Ha aKTHBHaTa cŁCTaBKa na flHX
MAKC C MaHHHHOTO MJiaKO, WX MAKC HC ce npenop^HBa sa KipMeiyH 5KeHH.

IUo4)HpaHe H pa6oTa c MamHHH
/],HX MAKC He BJiHae HJIH noBjiMBa B He3HaqHTej(Ha CTeneH cnoco6HocTra 3a mo4)HpaHe H pa6oTa
c MamHHH.

flHX MAKC c'b p>Ka HaTpHH
Toea jieKapCTBo c'bflip^Ka no-MajiKO OT l mmol HaTpHH (23 mg) Ha Ta6jieTKa, T.e. KIOIKG aa ce Kaxe,
He npaKTiiqecKH He ci>flip5Ka HaTpHH.

3. KaK aa npHewaTe ^HX MAKC
BHHBFH npneMaHTe TOBa jieKapCTBo TOHHO KaKTo e onHcaHo B Tasn jiHCTOBKa HJIH KaKTo BH e Ka3aji
BamnaT jieKap HJIH (|)apMau:eBT. AKO Hę CTe cHrypHH B Heiyo, nonHTaiiTe BamHa jieKap HJIH
4>apMayeBT.

RepopajiHo npHjioaceHHe.
Ta6jieTKHTe MoraT w 6'bflaT npHeMaHii flHpeKTHo c qama BOfla HJIH pa3TBOpeHH B HOJIOBHH qama BOfla.

OGHqaHHara fl03HpoBKa e pa3JiHHHa B saBHCHMocT OT TepaneBTHHHHTe noKasaHHa.
3a CHMHTOMaTHHHO JieHCHHC Ha BeH03Ha HeflOCTaTŁIHOCT Ha flOJIHHTC KpaHHHUH:

- 6ojiKH B KpaKaTa H MycKyjiHH cxBaiyaHHa
- yceiyane 3a „Te^KKH" KpaKa

ce npenop'bliBa npHeiM Ha l 4)HJiMHpaHa Ta6jieTKa no BpeMe na xpaHene.

CaMO npH OCTpH XeMOpOHJiajIHH KpH3H: npenopŁHBaT ce no-rojieMH fl03H, aKO CHMnTOMHTe cę
ycHJisaT- 1 (e^Ha) (|)HjiMHpaHa Ta6jieTKa TpH n-ŁTH na ^eH npe3 nipBHTe qeTHpH ^HH, H 3a cjiesBaiSfiy
Tpu AHH no l (eflHa) 4'HJiMHpaHa Ta6jieTKa wa. H'LTH Ha WH - cyTpHH H Beqep. /y^,-'-

AKO no BpeMe Ha jieqenHeTO He ce IiyBCTBare no-ao6pe HJIH cicToaHHeTO Bwit ce i^jwwvtyj^
KOHcyjiTHpaiiTe ce c jieKap. \\ f \^.'^k'

m-^y
^

's

-%
%

<3
03
a>'^ ^

^•M1^^



AKO erę npnejiH noBeie OT Heo6xo/(HMaTa fl03a ^HX MAKC
AKO erę npHeJiii noBelie OT Heo6xoflHMaTa wsa /p1X MAKC, KOHcyjiTHpaHTe ce c jieKap HJIH
(})apMaueBT.
CHMHTOMH npH npe^osHpaHe - Hę ca HSBecTHH.

AKO CTC nponycHajiH fla npHCMCTe flHX MAKC
He B3HMaftTe flBOHHa fl03a, sa ^a KOMneHCHpaTe nponycHaTaTa ao3a.

AKO HMBTe HaKaKBH JIOnŁJIHHTCJIHH BinpOCH, CBŁpsaHH c ynoTpe6aTa Ha TOBa jieKapcTBo, nonHTaHTe
BamHa jieKap HJIH (})apMayeBT.

4. BŁ3M05KHH HcacejiaHH peaKyHH

KaKTO BCHHKH JieKapCTBa, TOBa JieKapCTBO M05Ke fla npeamBHKa He5KejiaHH peaKU;HH, BtnpeKH qe Hę
BceKH m nojiyqaBa.

HeqecTH (MoraT fla saceraaT ^o 1 Ha 100 ffywn): SOJIKH B CTOMaxa, raAGHe, jiomo xpanocMiuiaHe,
noBp'biyaHe, flHapHa HJIH apyrił HapymeHHfl Ha xpaHocMHjiaTeJiHHa TpaKT.

PeflKH (MoraT aa sacerHaT flo l Ha 1000 ayuin) eK3CMa, KO^KHH o6pHBH, cipGesKH, ypTHKapHa,
nHTHpHa3HC p03ea, (npHHHHeHH OT CBplXqyBCTBHTejIHOCT KŁM flHOCMHH), 6e3C'bHHe, Tpy^HO
3acnHBaHe, saMaHBane H rjiaBo6ojiHe, óesnoKOHCTBo,

C'bo6utaBa ce M sa cBeTOB-bpTe^K, pasflpasHHTejiHocT, yMOpa, MycKyjiHH cxBaiuanHa (KpaMnii),
najinHTauHH HJJH noHiiMceHO KPŁBHO najiaraHe H C-ŁHJIHBOCT, KOHTO Hę H3MCKBaT npeKpaT»BaHe Ha
JieqeHHCTO C flHOCMHH H OTCTbnBaT 6ip3o c^ea npeKpaTaBaHe na npHCMa Ha jieKapcTBOTO.

CioSiyeHH ca eflHHHHHH cjiyqaH Ha MaToqHO K-bpeeHe H KTbpBCHe OT Hoca.

CŁo6u<aBaHe na HexejiaHH peaKyHH
AKO nojiyuHTe HaKaKBH He^KejiaHH jieKapCTBeHH peaKUHH, yBe^OMeTe Bamna jieKap HJIH (|)apMayeBT.
TOBa BKJIIOHBa BCHHKH BŁ3M05KHH HeonHCaHH B Ta3H JIHCTOBKa HG^KejiaHH peaKL(HH. Mo^KeTe CŁLUO aa
cioGiyuTe He5KejiaHH peaKyHH qpe3 HaynoHajiHaTa CHCTeMa 3a c'i>o6iyaBaHe:

H3n-bjiHHTejiHa areHuna no jieKapCTBaTa
yji. „flaM^H FpyeB"   8
1303 Coct)M
Teji.: +359 2 8903417
ye6caHT: www.bda.bg

KaTo c'boGiyaBaTe HexejiaHH peaKyHH, MOKere aa aaaeTe cBoa npHHoc 3a nojiyqaBaHe Ha noBeHe
HH^opMayna OTHOCHO 6e3onacHOCTra Ha TOBa jieKapcTBo.

5. KaK aa cfcxpauHBaTe ^HX MAKC

fl,a ce c'bxpaHaea Ha MacTO, HeAOCTbnHO sa aeya.

^(a ce ctxpaHaBa noA 25°C B opnrHHajiHaTa onaKOBKa. ^],a ce na3H OT BJiara.

He H3noji3BaHTe TOBa jieKapcTBO cjiefl cpOKa Ha roflHOCT, oT6ejia3aH Ha KapTOHeHaTa onaKOBKa H
6jiHCTepa. CpoK-bT Ha roflHocT OTroeapa na nocjieflHHa P,GH OT nocoqeHHa Meceu:. .^-:^- ---;:::

He HsxBipjiMHTe jieKapcTBara B KaHajiroaypiaTa HJIH B KOHTefiHepa 3a flOMamHH OTnafl-byH. n^if^KFa^Te'^ ""•-^s^
BauiMa 4>apMayeBT KaK p.a H3XBi>pji^Te jieKapCTBara, KOHTO Beqe He HsnojisBare. Te3H //e^fi viie&^f'^\
cnoMomaT 3a onaseaHe Ha oKojiHara cpew ii ^ i ^SyS-S^ \ §

€\.21h^^i^)^
^wyv%.

^,.'/c



1 »..

6. Ci>fli>p»(aHHe na onaKOBKaTa H flpyra floni>jiHHTejiHa HH^opMaynfl

KaKBo CŁflŁpaca ^HX MAKC
AKTHBHO BeiyecTBO: WOCMHW (diosmin)

BcsKa (^HjiMHpana Ta6jieTKa ct^p^ca 1000 mg /IHOCMHH (diosmin).
/],pymTe c'bCTaBKH ca: MHKpoKpHCTajiHa yejiyji03a, noBH^OH K30, HaTpHeB HHiuecTeH
rjiHKojiaT (THH A), MarHesneB CTeapaT H (I)HJIMOBO noKpHTHe: qacTHqHO xHflpojiH3HpaH
nojiHBHHHjioB ajiKoxoji, MaKporoji 3350, MaKporoji 4000, TajiK, qepBeH sKejiesen OKCTO (E 172),
yKbin >Kejie3eH OKCH^ (E 172), THTaHHeB WOKCK^ (E 171).

KaK usrjiew^a JI,HX MAKC H KaKBo CŁflŁp^Ka onaKOBKaTa

P030BH, ejIHHCOBHJIHH, flBOHHO HSH'bKHajIH Ta6jICTKH.

OHJIMHpaHHTe Ta6jieTKH Ca HaJIHHHH B KyTHH no 20, 30 HJIH 60 4'HJiMHpaHH Ta6jieTKH B PVC/PVDC
ajiyMHHHeBH GjIHCTepM, CTbJIŁp^iaiyH H JIHCTOBKa 3a nayHCHTa.
He BCHIKH BHflOBe onaKOBKM MoraT aa 6-bflaT HajiHHHH.

HpHTeacaTeji na pa3pemeHHeTo aa ynoTpe6a H npoH3BOflHTeji
Przedsiębiorstwo Produkcji Farmaceutycznej HASCO-LEK S.A.
ul. Żmigrodzka 242 E, Wrocław,
51-13inojima

To3H jieKapcTBCH Hpo^yKT e paspemeH B ^LpxaeHTe-HjieHKH Ha EHH noa CJIC^HHTC
HMCHH.

E'bjirapna: flHX MAKC 1000 mg 4'HJiMHpaHH TaQjieTKH
YHrapHa: RepaDolo
XLpBaraa: PROKTEN 1000 mg

}S,aTa na nocjieflHO npepa3rjie;KflaHe na jincTOBKaTa

•==:^s;,,-•'

•^W^ Do<-^ ^:^^ i-h»-^ <^y^ *. /ł>>;
s $^ ^
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KPATKA XAPAKTEPHCTHKA H^JIPO^^KTA
1. HME HA JIEKAPCTBEHH^I HPO^yKT ?

^[MX MAKC 1000 mg c{)HJiMHpaHH Ta6jieTKH
DIH MAX 1000 mg film - coated tablets

2. KAHECTBEH H KOJIHHECTBEH CŁCTAB

[WSnbflHMTEJIHAArEHUMfl nOJIEKA'
I "•pamKa xapaxmepucmuKa Ha npogyxma - npwwx.
[^p^^^J^i^lQ3>
\Pa3peu,eHue  ^/M.lW>..7......Łl^ °
rlgo6psHue Ns. ..../.

1 2 -08- 2022

E^na cj)HjiMHpaHa Ta6neTKa c'bfl'bpa<a l 000 mg AHOCMHH (dioslnin).

3a n'bJiKua cnHciK na noMOLU,HHTe Beu^ecTBa BH^KTG TOHKa 6. l

3. JIEKAPCTBEHA <DOPMA

QHJiMMpaua Ta6jieTKa

j],HX MAKC 1000 mg (j)HjiMHpaHH TaSjieTKH ca po30BH, ejiHncoBH^HH, ^BOHHO mn-bKHajiH, pa3Mep
17.0x9.8inm.

4. KJIHHHIIHH JIAHHH

4.1. TepaneBTHiHH aoKa3aHHH

JIeqeHHe Ha CHMnTOMH, CBipsaHH c BCHOSHa He^OCTaTbMHOCT Ha flOJTHHTe KpaHHHUH:
- 6ojiKH B KpaKara H MycKyjiHH cxBaiyaHHa
- Te>KecT B KpaKara

JIeqCHHe Ha (^yHKUHOHajlHM CHMnTOMM, CB-bp3aHH C OCTpM XeMOpOHflajlHH KpH3H.
j],MX MAKC e noKasan npił B-bspacTHH.

4.2. /],03HpOBKa H HaqHH Ha HpHJIO^KCHHe

JIo3MPOBKa:
HpH jieqeHHe na CHMnTOMH, CBŁpsaHH c BeH03Ha HeAOCTarbHHOCT:
npenop-bHHTejiuaTa fl03a e ewa. 4>HJiMMpaHa Ta6jieTKa ^HeBHo no BpeMe Ha xpaHeHe.
FtpenopiiHHTejiHaTa npOflŁji}i<HTejiHOCT Ha jieHeHueTo Ha CHMnTOMH, cBipsaHH c BeH03Ha
HeflocTarbHHOCT e 2 flo 3 Meceua. AKO cHMnTOMHTe Hę oTCTbnaT B pe3yjiTaT na jieHCHHe OT 2-3
Meceya, naiiHeuTbT TpflGBa na. ce KOHcyjiTHpa c jieKap.

B cjiyqau na ocTpa xeMOpoH^ajiHa Kproa npenopiHMTejiHaTa yiosa e no-BHCOKa: l Ta6jieTKa 3 RITH
weBHO npes n'bpBHTe 4 ^HH, nocjieflBaHH OT l raGjieTKa 2 mbTH ^HeBHO cyTpHH H Beqep npes
cjieflBaiu;HTe 3 ^HH, caMO nppi ycHJieaHe na ciłMnTOMHTe.

Cneuua.mu nony.namiu

WX MAKC e noKa3aH npH B'b3pacTHH.

neoitampinna nonyjiaifiw
EcjiHKacHocTTa H 6e3onacHocTra npH fleua H roHomM no^ 18 roAHmHa Bi>3pacT Hę ca ycTaHOBe
HauHH na npHjioxeHHe:

^WW^
'^^^ \%-^^/^r;w^fe(* / ^^^k M^-ś e->^
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HepopajiHO npHjio»:eHHe.
Ta6jieTKHTe MoraT fla 6'bflaT npHeMaHłi flHpeKTHO c qama BOfla HJIH pa3TBOpeHH B HOJIOBHH qama BOfla.

4.3. HpOTHBonoKasaHHH

CBp-bXHyBCTBHTejlHOCT K-bM aKTHBHOTO BeiyeCTBO HJ1H K-bM HSKOe OT HOMOiyHHTe BeLL(eCTBa,
H36pOeHH B T.6.1

4.4. CneynajiHH npeflynpeiKfleHHH H npeana3HH wepKH npn ynoTpe6a

KoraTO CHMnTOMPiTe na ocTpaTa xeMopoHfla^Ha KpH3a ce sacujiBaT, ^onycKa ce npHeMaHeTO Ha no-
BHCOKH fl03H OT JieKapCTBeHHa npOflyKT, HO jieLieHHeTO Tpa6Ba aa e KpaTKOTpaHHO. AKO CHMnTOMHTe
He OTUiyMHT 6iip30, TepantiaTa TpaGsa ^e ce npeoyeHH cjieA npoKTojioniHHo H3CjieABaHe.

riau,HeHTH c 6-b6pe4Ha H/HJIM nepHOApoÓHa HeAOCTarbHHOCT
EcjiHKacHocrra H GesonacHOCTTa Ha flHOCMHHa npM nauneHTH c 6i>6pe4Ha H/HJIH 4epHo^po6Ha
HeflocTaTbiHOCT He ca ycTaHOBeHH.

HaTpHH
ToBa jieKapcTBo c-b/a,-bp>Ka no-MajiKO OT l mmol HaTpHH (23 mg) na TaGjieTKa, T.e. Mow.e fla ce Kaxe,
Lie npaKTH4ecKH He c-bKbpxa HaTpMM.

4.5. B3aHMO/xeHCTBHe c flpym jieKapcTBCHH npoayKTH H flpyru (})opMH ua BsauMOfleHCTBHe

He ca npoBex^aHH npoyMBaHna 3a B3aHMOAeHCTBHaTa.

4.6. <I>epTH^HTeT, 6pCMeHHOCT H Kl>pMCHe

BpeMeHHocT
DpH Hscjie^BaHHflTa B'bpxy >KHBOTHH He e ycTaHOBeHO TepaToreHHo fleHCTBHe. BinpeKH, 4e
6e3onacHOCTTa no BpeMe na 6peMeHHOCT M0)i<e ^a ce ycTaHOBH caMO B pe3yjiTaT Ha npofl-bJOKHTenHH
npoyHBaHtia, ne ce Ha6jiK)flaBa He6jiaronpHaTHo Bi3AeHCTBMe Bipxy npoTHiaHeTO Ha GpeMeHHOcrra,
(})eTyca HJIH pacTe5i<a Ha fleTeTO.

K-bpMeHe
FIopaflH jiHnca Ha flaHHH sa eKCKpeyH»Ta Ha AHOCMHH B MaHHHHOTO MJI^IKO, Hę ce npenoptHBa
KipMCHe no BpeMe Ha jieqeHHe c jieKapcTBeHHa npo^yKT.

OepTHJlHTeT
HscjieABaHHHTa BLpxy >KHBOTHH 3a penpoflyKTHBHaTa TOKCH4HOCT Ha AHOCMHH He ycTaHOBSBaT
Bi3AeucTBHe B'bpxy cjjepTHJiHTeTa HJIH penpOAyKTMBHaTa c|)yHKyHa 3a AOSH, HaflBHmaBaiqH 35 OITH
npenop-bHHTejiuaTa TepaneBTiiHHa A03a, npH jieqeHHe B npofl"bJi>KeHHe na 26 ce^MiiyH. KjiHHHHHHTe
HscjieflBaHHa He ca ycTaHOBHjiH MyTareHHH B'bSfleHCTBHa, B'bSfleficTBHe B'bpxy eM6pHOHa, npe- H
nocTHaTajiHOTo pa3BHTHe, M npe>KfleBpeMeHHO pofleHo HOTOMCTBO na TpeTHpaHH poflHTenH njTbxoBe
He e 3acerHa.To. C'biiieBpeMeHHO B'b3/rieHCTBHeTO Ha flHOCMHH B-bpxy 4)eTyca npH xopa He e H3BecTHO.

4.7. E(j)eKTH Bipxy cnoco6HOCTTa 3a iuo(j)HpaHe H paGoTa c MamHHH

flMX MAKC He noBJiHBBa HJIH noBJii-iaBa npeue6pe>KHMO cnocoÓHOCTra 3a mo({)HpaHe M pa6oTa c
MamHHH.

4.8. HeaeejiaHH jieKapCTBCHH peaKyiiH ^WWff^^^:---—^-
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PaflKO ca Ha6nK)flaBaHH flepMaTOjioraHHH peaKUHH (eKseMa, KO>KHH o6pHBH, c-bp6e>KH, ypTHKapHa,
HHTHpHaSHC p03ea), npHIHHeHH OT CBplXHyBCTBHTejlHOCT K1>M flHOCMHH. /];HOCMHH M05Ke (npH HO-
MajiKO OT 2% OT cjiynaHTe cnopefl HayqnaTa jiHTepaTypa) jia npeflMSBHKa racTpoHHTecTHHajiHH
uapymeHMa (cTOMaujHH GOJIKH, raAene, noBp'bLyane, wapna) M flpyra HapymeHM Ha
racTpoHHTecTHHanHHa TpaKT. PerHCTpHpaHH ca H HapyuieHHa na HepBHaTa CHCTeMa
(HGBpOBereTaTHBHH CHMnTOMH) - 6e3C-bHHe, TpyAHO sacnHBaHe, 3aMafiBaHe H roaBo6ojiHe,
6e3nOKOHCTBO, CBeTOBlpTOK, pa37],pa3HHTej1HOCT, yMOpa, MyCKyjlHH KpaMnn, najrnHTauHH HJIH
nOHHlKCHO KplBHO HajlflraHC H C-bHJIMBOCT, KOHTO ue H3MCKBaT npeKpaTOBaHe na Jie^ieHHeTO C AHOCMHH
H OTCTbnBBT 6ip30 cjieA npeKpaT?iBaHe na nptieMa Ha jieKapcTBOTo.

CnHC-bK Ha He)i<ejiaHHTe peaKUHH B Ta6jiHlieH BHfl
CjieflHHTe HOKejiaHH peaKUUH ca GHJIH ycTaHOBeHH HJIH cioGLueHM M ca noApeAeHH cnope/i TaxnaTa
necTOTa.

MHOTO Hec™ (^ 1/10), qec™ (^ 1/1.00, <1/10), HewcTO (^ 1/1000, 0./100)
peflKH (^ 1/10 000 <1/1000), MHoro peww (<1/10 000), c HeHSBecTHa ^ecTOTa (OT HajiM'-iHMTe ^aHHM
He MOTKQ fla oifle HanpaBeHa oi.ieHKa).
lIecroTa HoKejiaHH peaKu.MM
Hapyiuenufi HO HepeHama cucmeMa
l!eCTH 6e3c-ŁHHe, TpyAHO

sacnHBane,saMaHBaHe H
rjiaBo6ojiHe, GesnoKOMCTBO

HapyiuemiH na zacmpoimmecm.imajiHiw mpaKm
HeqecTH CTOMaujHH 6ojiKM, raA6He,

noBp-bLyaHe, wapvisi, Apyrn
HapyLueHH>i na
raCTpOMHTeCTMHajlHMa TpBKT

Hapyiuemifi na K03fca.ma u noÓKO^iCHama mTjKai-i:
Pe^KM eK3CMa, KO>KHM o6pMBM,

ci>p6e>KH, ypTMKapHH,
nHTHpnasHC posea

CioGtuaBaHe na noao3HpaHH He;KejiąHH,RęaKyHH
C'bo6m,aBaHeTO na nofl03HpaHH neiKejiaHH peaKyHH cjiefl paspemaBane 3a ynoTpe6a Ha jieKapcTBeHHH
npo^yKT e sa^KHO. ToBa nosBojiasa w npOKbnjiw Ha6jiroAeHHeTO Ha c-bOTHomeHHeTO nojisa/pHCK 3a
jieKapcTBeHHa npoayKT. OT MeflHUHHCKHTe cneuHa^HCTH ce HSHCKBa jia c'bo6tu,aBaT BcaKa
nofl03HpaHa He?KejiaHa peaKyua 4pe3 HayHOHajiHa CHCTeMa sa c'bo6LuaBaHe:

Hsn-bJiHHTejiHa areHyHa no neKapcTBaTa
yji. ,,j],aM5iH FpyeB"   8
1303 Co4)HH
Teji.:+359 2 8903417
ye6caiiT: wwvv.bda.bg

4.9. F[pefl03HpaHe

He ca Ha6jiK)flaBaHH cjiyuaH na npeflosMpaHe

5. 0)APMAKOJIOmqHH CBOHCTBA

5.1. <t>apMaKOflHHaMHIIHH CBOHCTBa

OapMaKOTepaneBTHHHa rpyna: BasonpoTeKTHBHH, KanHjiapocTa6HjiM3HpaLyH areHTH,
6Ho4)jiaBOHOHflH, ATC: C05CA03
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flHX MAKC 1000 mg (})HJiMHpaHH Ta6neTKH c'bfl'bpxaT ^MOCMHH, KOHTO npHHa,qjie>KH KIM
4)jiaBOHHTe, noAKJiac Ha (J3JiaBOHOH/qHTe. ^HOCMHHIT e nojiycHHTeTHHeH aHajior Ha ecTecTBeHH>i
c})JiaBOHOHfl - flMocMeTHH 7-pyTHH03Hfl (3',5,7-Trihydroxy-4'-methoxyflavone 7-rutinoside).

Mexan H3I.M Ha fleHCTBHe
J],HOCMMH B-b3^eHCTBa B-bpxy MMKpouHpKyjiauuaTa H xeMopoHAanHHTe napaMeTpH.

OapMaKojiHHaMHHHH ecjieKTH
^HOCMHH npeflna3Ba BeH03HHTe c-bflOBe (flBa n-bTH no-ecjiHKacHO OT TpoKcepyTHHa), HaMajiaBa
nepMeaOHjiHTera, nowbpiKa ejiacTHHHOcrra Ha BeH03HHTe cTeHH H no^oQpsBa BeHOSHHa TOHyc
(BCJie^cTBHe na npo^-bJOKHTejiHa KOHTpaKyna ua MycKyjiHHTe BJiaKHa BIB BeH03HaTa CTCHa B
pe3yjiTaT na fleHcTBMeTO Ha Hopa/łpeHajiMHa vi noBHmeuaTa 4yBCTBHTejiHOCT na MHoyHTHTe KIM
KanyHeBHTe HOHH). r[o/],o6paBaiiKH uHpKyjiauMaTa Ha KpiBTa BIB BeH03HaTa CHCTeMa HaflojTHHTe
KpaHHHLi,ii, flHOCMHH HBMajiaBa noBHUieHOTo Haji^raHe H BeH03HH51 3aCTOH B MajIKHTC KplBOHOCHH
ciflOBe. npeflOTBpaTaBa naTojiorauHaTa aKTHBauua H npnjienBaHeTO na jieBKoyHTHTe KŁM
KanHjiapHHTe CTeHH, noHiixaBa Kp'bBHHa BHCK03HTeT. J],HOCMHH HHXH6i4pa peaKynaTa Ha
Me/iHaTOpHTe (HHXMGnpa CHHTesa Ha npocTarjiaHAHH H HMa aHTHOKCHflaHTeH e^eKT, HaMajiaBa
KOHueHTpayH^Ta na CBo6oflHH paflHKajiu H ocBo6o>i<AaBaHeTO Ha xncTaMHH, noHH^aBa aKTHBHOcrra
na XHajiypoHH/],a3aTa H uepyjionjia3MHHa), ua KoeTo ce fl^mw npOTHBOB-bsnajiHTejiHHST My e^eKT.

KjiMHHHHa ed)HKacHOCT H GesonacHocT
flHOCMHH noflo6p5iBa jiHM^HHfl noTOK, yBejiH4aea jiHMt^HOTO OCMOTH4HO HajiaraHe. Cnopefl
MeflHUHHCKaTa jiHTeparypa noflo6Ho Ha ^pyrHTe 4^aBOHOMflu AHOCMHH e MoiyeH HHXHGHTOP na E2,
F2a npocTarjiaHAMH H TpOMQoKcaH (A2 and/or B2), KOMTO HaMajiaea aKTHBau,HflTa, eMłirpayi-iaTa H
aflxe3HaTa ua jieBKou,HTHTe H aKTHBayHaTa ua HeyTpot^HJiHTe.

5.2. OapMaKOKHHCTHHHH CBOHCTBa

A6cop6yH5i
^HOCMHH'bT ce MeTa6ojiH3Hpa B uepBaTa OT 6aKTepHHTe w HeroBOTO amHKOHOBO npoiiSBOflHO -
flHOCMeTHH - c^efl nepopajiHO npnjioxeHHe H KaTo TBKIB ce a6cop6Mpa 6-bp3o OT xpaHocMMjiaTejiHHa
TpBKT.

PasnpeflejreHHe
Tinax 3a AHOCMHH C nptl6jIH3HTeJ7HO l nać. FIepHOfl-bT Ha cpe^HHa nojiypa3nafl na ^HOCMHH B
njiasMaTa (Ti/2) e 31.5 naca (24-36 4.).

BHOTpaHCCt)OpMaUM5]
^HOCMHHOBHTe MeTa6oj1HTH C'bA'bp>KaT c|)eHOJ1HH KHCejlHHH H TeXHHTC ^.epMBaTH, CB'bp3aHH C
rjIHU,HHM.

EjiHMHHHpane
EKCKpeuHaTa e c ypHHaTa H <^ev.aniiine npe3 nipBHTe 24 qaca OT npHeMa, cjiefl TOBa - caMO c
(})eKajiHHTe. Hea6cop6HpaHHTe KOjiHiecTBa H MeTa6ojTHTHHTe npOAyKTH, BKjiroqHTejiHO H (|)eHojiHHTe
KHCejIHHH CC ejIHMHHHpaT C 4>eKajIHHTe.

5.3. HpeflKjiHHHiHH flaHHH sa 6e3onacHOCT

HaM.a. aaHHH OT KJIHHHHHO 3HaHeHHe, KOHTO Hę ca no/iafleHH B flpyra TOMKH na KpaTKaTa
xapaKTepHCTHKa na npoflyKTa.

6. <DAPMAIJ[EBTHXIHH ^AHHH

6.1. COHCLK na noMouiHHTe BeuiecTBa
MHKpoKpHCTanua u.enynosa
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nOBHflOH K30
HaTpHeB HMmecTeH rjiMKonaT (THH A)
MarHe3HeB CTeapaT
Ona/ipafi IT POSOB 85F24220:
HaCTHqHO XH/I,pOJlH3HpaH nOJIHBHHHJlOB ajlKOXOJl
MaKporoji 3350
MaKporoji 4000
TajiK
lepBeH xejiesen OKCHA (E l 72)
)K'ŁJIT 5i<ejie3eH OKCH^ (E 172)
THTBHHeB AHOKCH^ (E 171)

6.2. HeCLBMCCTHMOCTH

He ca ycTBHOBeHH

6.3. CpoK na roAHocT

2 TOAHHH

6.4. CneyHajiHH ycjiOBHH Ha cixpaHeHHe

^a. ce ctxpaHaBa nofl 250C B opłirHuajTHaTa onaKOBKa. J^a ce nasvi OT Bjiara.

6.5 BH/I H CŁflŁpiKaHHC Ha onaKOBKaTa

WX MAKC 1000 mg (j)HJiMHpai-iH Ta6jieTKH ca HajiH4HH B KyTHH no 20, 30 IIJIH 60 (})HjiMHpaHH
Ta6jieTKH B PVC/PVDC ajiyMHHHeBH GjincTepH, c'bfl'bpxaiyH H jiHCTOBKa 3a nayneHTa.

He BCHHKH BMflOBe OHaKOBKH MOraT fla Q-bWT HanHHHH.

6.6 CneynajiHH npe/inasHH MepKH npn H3XBi>p^HHe H pa6oTa

HaMa cneuHajiHH M3HCKBaHMa.

HeM3noj]3BaHii5iT jieKapcTBeH npoAyKT HJIM oTna/],i>4HHTe MaTepnajiH OT uero Tpa6Ba is.a ce vi3XB-bpjisn
B ClOTBeTCTBHe C MeCTHHTe H3HCKBaHHa.

7 HPHTEXATEJI HA PA3PEmEHHETO 3A yHOTPEBA

Przedsiębiorstwo Produkcji Farmaceutycznej HASCO-LEK S.A.
ul. Żmigrodzka 242 E, Wrocław,
51-131 Hojiuia

8 HOMEP(A) HA PA3PEmEHHETO 3A yROTPEBA

Per  20170193

9 MTA HA HŁPBO PA3PEmABAHE/HOAHOBaBAHE HA PA3PEmEHI^0.^ly^/?0
ynoTPEBA ' ' //^>><.^..
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J^aTO. Ha nipBO paspemaBaHe: 1.4.06.2017
j],aTa Ha nocjieflHO noflHOBflBaHe:

10. MTA HA AKTyAJIH3HPAHE HA TEKCTA
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