KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. THPI'OBCKO HME HA JJEKAPCTBEHHUA ITPOAYKT |
Amaryl 1 mg tablets |
Amapua 1 mg Tabnerkn \

Amaryl 2 mg tablets
Amapni 2 mg TalJIeTKH

Amaryl 3 mg tablets
Amapnaa 3 mg Tablerkn

Amaryl 4 mg tablets

Amapua 4 mg rabaerks

2. KOHMUYECTBEH H KAYECTBEH CHhCTAB

Besxka tabnerka Amaryl 1 mg ceyaspxka 1 mg rmumenupun (glimepiride).
Bcesaka Tabnerka Amaryl 2 mg ceaspxka 2 mg rmuMenupun (glimepiride).
Bceska Tabnerka Amaryl 3 mg ceoepka 3 mg rmumenmpuz (glimepiride).
Besxka tabnerka Amaryl 4 mg cpospxka 4 mg raumenupun (glimepiride).

3a TBEJIHUA CTIHCHK HAa NMOMOINHUTE BeIHIeCTBa, BIDKTE O.1.

3. JEKAPCTBEHA ®OPMA
Tabnerka
Amaryl 1 mg

Tabnerkure ca pO30BH, OBATHM C ACIHTEIIHA YepTa OT ABETE CTPaHH,

Amaryl 2 mg
TabneTxure ca 3eNeHH, OBATHH ¢ ASIKUTEIHA YepTa OT ABETE CTPaHH.

Amaryl 3 mg
TabneTkure ca 61e0 KBITH, OBAIIHK ¢ ACIHTEIHA YepTa OT JIBETE CTPAHH.

Amaryl 4 mg

TabneTkuTre ca CBETAO CHHM, OBAJIHM C JEJIMTENHA YepTa OT JABETC CTPaHHU.
4. KJIMHHAYHHA JAHHH

4.1 TepaneBsTHYHE NOKa3aHHAs

Amaryl e moxa3saH 3a Jie4eHHe Ha 3axapeH quabeT THH 2, KoraTo caMo JHeTara, Gpus: R 7o 2
HATOBAPBAaHE M CHIDKABAHETO Ha TEJECHOTO TETJIO Ca HEAOCTAThYHH. o

4.2 TIo3HpOBKA H HAYHAH HA ynoTpebda

3a MepopaIHO IIPHITOKECHHE



OcHoBaTa 3a YCIEIIHOTO JIe4eHHe Ha AuabeTa ca NoAxoasIiara AHeTa, peJoBHaTa Gpu3ndecka
AKTHBHOCT, KAKTO H PYTHHHOTO H3C/ICABaHE Ha KPBBTA H YpUHara. Tabnerkure Wi UHCYTUHBT HE
MOTAT [la KOMIIEHCHPAT HUBAT4 Ha KPBBHATA 3aXap, aKO NAUMEHTHT HE Cra3Ba MpenopbyaHaTa JHeTa.

Jlo31pOBKAaTa ce ONpeaea Copel Ppe3yJITATHTE OT H3C/IeABAaHHATA Ha 3aXapTa B KpbBTa U ypHHATA.

Hauanuara 103a € 1 mg rmuMenupua JHeBHO, AKO ce IOCTHIHe A00po OBnagsiBaHe, Ta3y Ao3a TpadBa
Ja ce M3MOJ3Ba M 3a IOABPKAINA TEPaITHs.
3a pa3IMYHHTE JTOIUPOBKH CE MpeANaraT NoIXOAIIH KOHIEHTPALHH.

AKO KOHTPOILT € HE3a0BOJIMTENEH, 03aTa TpabBa na Onae yeenuueHa choOpasHO CTENEHTa Ha
OBJIAJABAHE HA KPHBHATA 3aXap, CTHIIAJOBHIOHO ¢ MHTEPBAT OT OKOJIO 1 10 2 CeIMULIM MEXTY BCAKO
CTBIIANIO, A0 2 Mg, 3 mg WK 4 mg IMMEITMPUA HA JCH.

Jlo3ata Haa 4 mg rMMMENMPHA THEBHO AaBa NO-J00pH pe3yITaATH caMo B H3KIIOUXATEITHH CITydaH.
MaxkcuManHaTa NpenopbUMTENHA 1034 € 6 mg rTUMENMUPHA AHEBHO.

ITpu manMeHTH, KOMTO He ca OBNIAZICHH afteKBaTHO C MAKCHMaaHaTa AHEBHa o34 metformin, Moxke na
C€ 3aM0YHE CBHITETCTBAIIO JieYeHUE C INTUMENMUPH,

Io3ara Ha metformin Tpa6Ba Aa ce 3ana3H, a ICYCHHETO ¢ ITUMENUPU Ce 3a1104YBa ¢ HACKA 1034,
KOATO C€ THTPHPA B 3aBHCHMOCT OT eJIAHOTO HUBO Ha METabOIUTEH KOHTPOI A0 MAKCHMAJIHATA
aHeBHa n03a. KomOuHMpaHaTa Tepamms TpAOBa 1a ce 3amo4sa oL CTPOro MEeAHIMHCKO HaboaeHHE.

[Tpy maLMeHTH, KOWTO HE ca OBIaASHH aicKBATHO C MaKCHMMAalHaTa JHEBHa f03a Amaryl, mpy
HeOOXOTUMOCT MOJKE Jla C€ 3aMo4YHe ChITbTCTBAINO JeUeHHe ¢ MHCY/IMH. [Ipu 3anaspade no3ara Ha
rIUMETTMPU, MHCYJIMHOBOTO JIEYEHHUE Ce 3ar0YBa ¢ HUCKA J103a, KOATO ¢ THTPHpa B 3aBUHCHMOCT OT
YKETAHOTO HUBO Ha MeTabonuteH KorTpos. KomOuHHpaHaTa Tepanus TpAbBa fa ce 3aroysa noj
CTPOro MeIMLMHCKO HabmozieHue.

HopmaitHo, eAHOKpaTHA JHEBHA 1032 IIIHMEITHPH € AOCTaThyHa. IIpenopbuHTeHO € Ta3H K034 Ia ce
npHeMa HEMOCPEACTBEHO IIPEIH, UITH 110 BpeMe Ha CTaDMITHA 3aKyCKa, WIH aKo HAMa TaKaBa,
HEMNOCPEACTBEHO NpeaH, WIH IO BpeMe Ha ITbPBOTO OCHOBHO XpaHEHe.

Axo 6Bl1e nporycHaTa fo3a, T4 He OuBa J1a ce KOMIICHCHpA ¢ yBeJIHYaBaHe Ha CleIBamara 103a.
Tabnerxure TpabBa fa ce MOTNBINAT LEIU C MAITKO TEUHOCT.

AKO MaLMeHTBT pa3sBHUEC XHITOTTIMKCMHYHA PEaKLKA OT | mg ritMMeImupn IHCBHO, TOBA O3HAYaRB4, 4C
TOH MOX€E Ja 6‘]‘::Il,& OBJIaOsIH CAaMO C JHUCTA.

B xoxa Ha le4eHHeTO, Thi KaTo NogoOpeHUETO B KOHTPOIA Ha AMabeTa € CBBP3aHO C IT0-BHCOKA
HHCYJMHOBA YyBCTBHTENHOCT, HYXKIUTE OT ITMMENHPHI MOraT Aa HaMaseat. 3a H30ArBaHe Ha
XMIOOTNIMKEMHH, € YMECTHO HaMaJIABaHe Ha A03aTa WU CIIMpaHeTO My. IIpoMeHH B Jo3aTa MOrar fa ce
HAJI0’AaT CHUIO M aKO HACTHIAT MPOMEHH B TEIJIOTO WM HaUYHHA HA )KHBOT Ha Mal(MEHTa, Wi aKO
BBE3HUKHAT APYTH (aKTOPH YBEIHUYABALIH PUCKA OT XHIIO- HITH XHIICPTITHKEMMUA.

IIpeMuBRaBaHe OT APYTH NE€POPATHH XHIIOTIIHKEMHYHH JICKAPCTBEHH NPOAYKTH KbM Amaryl
[To NPHHLMIT € BE3MOXKHO TIPEMHHABAHE OT APYTH XHIIOTTTMKEMHUYHH areHTd KoM Amaryl. 3a
npeMHHaBaHeTo KM Amaryl, Tpa6Ba aa ce B3eMaT NpeABH MOIHOCTTA H MOTYKHBOTA HA
NpeAXOHOTO JeKapcTRO. B HAKOHM CltydaH, 0COOEHO IIPH NPOTHBOAHAOETHH CPE/ICTBA C ABJIBT
nonyxuBoT (Hanp. chlorpropamide) € npenopbYMUTENICH NEPHO HA H3UHCTBaHe OT HAKOJIKO I[l-IPI v
orjexn Aa ce HaMaH A0 MUHUMYM PHCKBT OT XHIIOTTIMKEMHYHU peaKilHi BCICACER

[IpenopbuMTenHaTa HayauHa f03a € 1 mg rnuMenHpua AHEBHO. B3 OCHOBY HANIORI]E

Ha TVIMMENUMPUI MOJKE J1a CE YBEJIMYaBa CThIIAI000pasHO, 10 HAYHHA MOCOY Iﬁl Dr] w R
| é : ‘-J :

IlpeMunaBane OT HHCYJIHH KbM Amaryl o

B H3KTIOUMTENHM CTy4Yad, KOraTo MaUHeHTH ¢ AMabeT THIO 2 ca perynnpaHy ..

MOKa3aHHA 33 IpeMUHaBaHe Ha Amaryl. . IIpemuHaBaHeTo TpAOBa fa ce M3BHPIR,
MeIULUHCKO HabmoaeHHE.




CrienHanHu nonyianuu
[TaiinenTu ¢ 6B6peunu U YepHOAPOOHH HapYIIEHHS:
Buxre Touka 4.3.

Hela | YOHOIIH

JIMricBa ONMT 3a NPWIATAHETO HA IMTHMENMPH IIPH Aena oA 8 roauimHa Be3pacT. OMHTET ¢
rmuMenHpH] KaTo MOHOTEpPAIKA MPH Aelia Ha Bh3pacT oT 8 Ao 17 roauiiHa Be3pacT € orpaHideH (BiK.
To4Ka 5.1 1 5.2).

[Topanu orpaHHYEHHUTE HaHHH 3a €¢(PEKTHBHOCTTA H 6€30MacHOCTTA B NIEIHATPUYHATA IOITYJIALMSA HE Ce
NpENophYBa U3NOI3BAHETO TIPHU TA3H BH3PACTOBA I'PyNa.

4.3 IIpoTHBONOKA3AHHAS

[‘MuMenMpH € NpOTHBONOKA3aH NMPH NAUMEHTH ChbC CNEIHUTE CHCTOAHUA:
® CBPBXYYBCTBHTEC/IHOCT KbM ITIUMENUPHA, APYTH CYJIpaHUITypeHHN NPOAYKTH WIH
cysipOHAMUAM WIH KBM IIOMOIIHUTE BELIECTBA
HHCYJIMHO3ABHCHM JUaber
nnabeTHa KoMa
KeToalMao3a
TEXKHA HapylueHus B OnOpevHaTa Hiu yepHoapoOHaTa GyHKUMA. B cmydaH Ha TeXKH

HapyiicHHMs B OpOpedHaTa wiM 9yepHoapoOHaTa GpyHKIMA, € He0OXOAMMO NPEMHUHABAHE KbM
MHCYJTHH.

4.4 CnenHajIHg npeaynpexieHBEs H COeHAJIHN NPeANa3Ha MepKH npr ynorpeba
Amaryl TpsOBa ma ce nprueMa HENOCPEACTBCHO IIPEaU, HIIH IO BpeMe Ha AHcHe.

Korato xpaHeHUATa C€ U3BBPIIBAT B HEPEAOBHH HacOBe WM U30010 OUBAT NMPOITYCKAHH, JeYEHHETO C
Amaryl MOke f1a IoBefie IO XUITOTIHKeMUs. EBeHTyanHuTe CHMITOMH Ha XUTIOTIMKEMHS BKJIFOYBAT:
riapobonMe, CUIeH IJal, rajaeHe, oBpblliaHe, OTNaAHATIOCT, ChHAUBOCT, HAPYIUCHHUS HA CHHA,
0€3MOKOHCTBO, arpeCHBHOCT, HAPYLICHH KOHUCHTpalKa, OIBLPCTBAHE H BPEME 3a pearupase,
INOTHUCHATOCT, 0OBPKAHOCT, PEYEBH M 3PHTEJIHM pa3CTpoicTBa, adasus, TPEMOP, NNape3H, CEH30PHH
HapyLICHHS, 3aMasHOCT, 6€3MOMOLIHOCT, 3aryba Ha cCaMOKOHTPOJI, JeIup, LepeOpaiHi I'bpUOBe,
COMHOJIEHTHOCT M 3aryfa Ha Chb3HaHHEe BKIIIOYHTEIHO A0 KOMa, NOBBPXHOCTHO AWIUAHE H
Opaaukapans. OcBeH TOBa, MOTaT Jia ca HAMIIe W MPH3HALM HA ajjpeHeprudHO MeINHpaHa obpaTHa
peryJjanus, KaTO U3NOTABaHe, JIe[kaBa Koxa, Bb30y/1a, TaxuKapaud, XUIIEPTEH3Hs, €eKCTPACHCTOHS,
angina pectoris ¥ ChbpAeHHH APUTMUH.

KnuHHYHATA KapPTHHA HA TEXKUA XHIOTTTMKEMHYEH MPUCTHII MOXKE a Hanoao04gBa Ta3h Ha MHCYIIT,

CHMOTOMHMTE MOYTH BHHAru morar aa 6saar 0sp30 oBagsHK ypes HesabaBeH NpHeEM Ha
BBRIJICXUAPATH (3axap). U3kycTBeHuTe noaciagurenu HamMar edexr.

Ot apyrure cynaHumypeldHH NPOIYKTH € H3BECTHO, Y¢ BHIPEKH ITbpPBOHAYAIHO YCIEITHUTE
KOHTpaMEPKH, XMIOITMKEMHATA MOXKE J1a Ce [IOBTOPH.

WA
WE Tig 2

Texxara unu NPOIB/DKUATSITHA XHITOTJTMKEeMHMS, OBIaJAHA CaMO YaCTHYHO C Iu C ﬁ 1(Tasfe OOM
KOJIHYECTBA 3aXap, Hajara He3a0aBHO €4EHKE, a B HAKOH CIIy4al M XOCIHagHzaifiliaines oo

MDakTopuTe OaaronpHATCTBAIM XUMIOTIHKEMHUATA BKITIOYBAT: _

- HeXeJTaHHEe WITH (MO-4€CTO NPH NMO-BB3PACTHH NAL[MEHTH ) HECTIOCOOR
ChTPYAHHYH,

- HeAOXpaHBaHe, HePeOBHH YacoBe Ha XpaHEHEe WM POIyCHATH XpaHeH
BB30bPIKAHE OT XpaHa,

- IIPOMEHH B AHETATA,



- ~ aucbananc MeXIY QPU3NYECKOTO HATOBapBaHE M MpUEMa Ha BHITIEXHAPATH,

- KOHCYMallHA Ha amkoXoJ, 0coO0eHo B KOMOMHAIKA ¢ ITPOIMYCHATH XpaHeHHs,

- HapylleHa OB0peuHa (yHKIfUS,

- TEKKa YepHOApoOHa JMuchyHKIIHA,

- npego3upaHe Ha Amaryl,

- HAKOHM HEKOMIICHCHPAHH HapYIlIeHUs HA CHOOKPUHHATE CHCTEMA 3aCATalllA BbIVIEXHAPATHHS
MeTaboMM3BM WK O6paTHATA perynaluys Ha XHIOrIMKeMUSTa (KaTO HAIPEMEP NMPH HAKOH
pa3CTpOMCTBA B LIMTOBUAHATA PYHKLMA M NPH NpeAHa XUNoPU3apHa WK aApeHOKOPTHKOHA
HENAOCTATHYHOCT),

- eTHOBPEMEHHO NPHEMaHe Ha HAKOH JIEKAPCTBEHM IIPOAYKTH (BXK. TOUKA 4.5).

Jlevennero ¢ Amaryl u3KckBa peIOBHO ClieIEHE Ha HABATA HA KPHBHATA 3aXap B KPHBTa H YPHHATA.

OcBeH TOBa, Cce NpenopbyBa oNpeensHe Ha CbOTHOMECHHETO HA INHKUPaHU XEMOTJIOOHH.

1o BpemMe Ha nevyeHneTo ¢ Amaryl € HeoOX0AMMO PeIOBHO H3CICABAHE Ha YEPHOAPOOHUTE U
XEMATOJIOTHYHUTE ITOKA3aTeNM (0COOEHO HA TEBKOLIUTUTE H TPOMOOIMTHTE).

[Ipy cTpecoBH cHTyalmM (HamNp. 3JI0MOJYKH, CIIENIHH OliepalyH, HHPeximu ¢ peOprinTeT U np.)
MOKE ZIa C€ HAJIOXKM BPEMEHHO IIPEeMHHABAHE HA HHCYJIHH.

Hsama HaTpynaH onut 3a ynorpebara Ha Amaryl py nauveHTH ¢ TeXKH HapyLleHUud B YepHOApoOHaTa
(YHKIIMA WIK ITPH NALMEHTH Ha Auanu3a. [Ipy narueHTH ¢ TeXXKH HapylleH!A Ha On0peyHaTa Wi
yepHOApOoOHaTa QYHKIMA € MOKA3aHO MPeMUHABaHe Ha HHCYJIHH.

JleyeHueTo Ha natueHTH ¢ G6PD-nedHIMT Che CyndaHwTypeHHE NPOXYKTH MOXE [a JOBEHE hiw
XeMOJIUTHYHA aHeMus. T KaTO ITUMENHPHI IPHHAMIC)KH KBM I'PyIiaTa Ha Cya(aHuTypeHHHTE
MPOYKTH, MPENOphYBa Ce NOBHIIIEHO BHUMaHHKe IipH naupeHTH ¢ GO6PD-nedunuT u npunoxenue Ha

He- CYI(paHWITYpeHHH IIPOAYKTH.

AMapHn CeabpKa akTo3a MOHOXHIpAT. [laupenTH ¢ peAKM HaclIeACTBEHH MpobIeMH Ha FalakTo3Ha
HeNMOHOCHMOCT, Lapp makTazHa HelOCTAThYHOCT HIH III0K030-rajJakTo3Ha ManabcopOuusa He TpsabBa
Ila B3eMaT TO3H JIEKAPCTBEH MPOLYKT.

4.5 B3anMoaeHCTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH ¥ APYrd GOopMH HA B3aHMOAeHCTBHE

Axo Amaryl ce npueMa eJHOBpeMEHHO C HAKOM APYTH JICKAPCTBAa, € BE3MOXKHO J1a BE3HMKHE KaTo
HEXeJIAHO MOBHILICHUE, TaKa U IIOHIKEHHEe Ha XHUITOTTTHKEMUYHOTO AeHCTBUEe Ha ruMenupun. [lopagu
TOBA, APYTH JICKapcTBa TPAOBA Ja ce MPHUMAT CaMO CHC 3HAHUETO (MIIM 110 [IpeANMCcaHue) Ha JieKap. |

['numMenupun ce Metabomuzupa ot nuroxpom P450 2C9 (CYP2(C9). U3secTHO ¢, 4e MeTabOIHU3MBT My
ce MOBJIMABA OT eTHOBPEMEHHOTO Npuemane Ha CYP2C9 unnykropu (Hanp. rifampicin) unu
uHxuoHTOpH (Hanp. fluconazole).

PesynaraTHTe OT in Vivo NPOy4YBaHe HAa B3aUMOACHCTBUSTA CHOOIIEHH B JIMTEPATypaTa [10Ka3BaT, Ye
IUIOIITA IO KPHBATA Ha NIMMETIMPH] ce YBEIMYaBa npubnusurenHo ABykpatHo ot fluconazole, eaun
oT Hali-MomHuTE CYP2C9 uxubuTopH.

B3 ocHOBa Ha onuTa ¢ Amaryl ¥ ¢ gpyru cyndaHmTypeitHU TeKapCTBEHH IPOAYKTH € HEOOXOAUMO €
Ja 6bpaaT CIOMEHATH CACAHUTE B3aUMOIEHCTBUS. - -

- ¢ennnOyTa30H, a3aIpona3cH U OKCH(EHOYTa30H,

- MHCYJIMH M NIEPOPATTHH POTHBOAHWAOETHH Cpe/ICTBA, HAIIpUME

- CAJIMLIWJIATH U P-aMHHO-CAJTUIIMIIOBA KHUCEITMHA,

- aHa0OJIHH CTEPOMAHN B MBXKH NOJIOBH XOPMOHH, _

- xyiopaM(pEeHUKOI1, HIKOH AWIT0 OeHCTBAIIW CYIGOHAMUIH, TETPE Rt HGIIOHORH
AHTUOMOTHLM U KJIApUTPOMULIUH



- KyMapHHOBH aHTHKOATYJIaHTH,

- (peHdTypamuH,

- dhubpary,

- ACE naxuburopu,

- dbyokceTHH, MAO-uHXHOHUTOPH,

- AJIOMYPHUHOI, IMpOoOEeHUIU, CYNPHHITUPAa3OH

- CUMITATUKONHUTHULIH, |

- muxnodochamua, Tpodochamua u upochamuam
- MHKOHAa30J1, (NTYKOHA30J

- NeHTOKCHPUAKH (BUCOKY TTApEHTEPAIHU AO3H)
- TPUTOKBAIUH

OrcnabBaHe Ha MOHWKABAINUA KPbBHATA 3aXap e(eKT, a Mopaay TOBa, Bb3MOXKHOCTTA B HAKOH CIIydaH
1a Bh3HHKHE XMIEPrIIMKEMUs TIPH IIPHEeMaHe Ha HIKOH OT CJISJHHTE JIEKapCTBa, HAIIPHUMED:

- €CTPOr¢HM H MPOTeCTarcHHM,

- CATYPETHLIM, TUA3HAHH IUYPETHULIH,

- CPEICTBA CTHMYJIMpAIH IMHTOBUAHATA JI€3a, NIKKOKOPTHKOHIH,

- (PeHOTHA3HHOBH ITPOM3BOHH, XJIOPIPOMAa3HH,

- afipeHaTiH 1 CHUMNAaTHKOMHMETHIIH,

- HHKOTHHOBA KHCENMHA (BHCOKH JI03H) H IMPOK3BOJIHHM HA HUKOTHHOBATA KMCEIMHA,

- JaKcaTHBH (NIpH NMPOABJDKUTENIHA yIioTpeba),
- $hEeHUTOUH, AUA30KCHA,

- rOKAroH, 0apouTypaTi H padaMIALKH,

- aleTa3olaMH/.

H, anTaronucrure, 3-610kepure, clonidine H reserpine MoraT Aa AOBEJAT WIHM A0 YCHJIBAHE, HIIH 0
orcnabBaHe Ha TIOHWKABAIKWA KpbBHATA 3aXap €(eKT.

[Tox BAMAHHETO HAa CHMIIATHKOMIMTHYHHM JieKapcTBa, kato B-6nokepu, clonidine, guanethidine u
reserpine, NMpU3HALNTE Ha aApeHepru4Ha oOpaTHa perynalys Ha XUIIOrTHKeMHATa Morat Ja 6baat
oTcnabeHHd WIK Aa OTCHCTBAT.

- KoHcymalnuaTa Ha aJIkOXOJT1 MOXKE HelnpeckasyeMo [1a MOTEeHIUMpa HIH Aa O0TCIabH
XHIIOTTIMKEMHYHOTO OeHCTBHE HA MMUMEITUPUA.

I'muMenupua MOXKe 1a IOTEHUMPA WIH Aa oTcnabu edeKTHTE Ha KyMapMHOBHTE IIPOU3BOIHH,

4.6 bpeMeRROCT B KbpMeEHe
bpemenrnocm

Puck, cBpp3ad ¢ quabera

Heo0HnuaiiHi HHBa Ha KpBBHATA 3axap noO BpeMe Ha OpeMEHHOCTTA Ca CBBP3aHH C [I0-YeCT0
BB3HUKBaHE HA BPOACHH aHOMAJIMH Y NIEpHHATANIHA CMBPHOCT. ETO 3alllo HUBaTa Ha KpbBHATA 3axap
TpsOBa a OBJaT CTPHKTHO CIEACHM 10 BpeMe Ha OpeMeHHOCTTA C Lied H30ArBaHeTO Ha TEPaTOreHeH
puck. [Ipu Te3u obcTrogTencTea ce npenopbysa ynorpedara Ha MHCynuH. [lanuenTkure,
BB3HAMEDPABAILIH 1a 3a0peMeHeAT, TpsAOBa 1a yBEIOMSIT CBOS JieKap

PHCK CBBp3aH ¢ ITMMENHpPHA
Hama fgocTars4yHO JAHHH 3a ynoTpdara Ha riuMenupuz iipd 6peMeHHH 7
’KHBOTHH Ca MOKa3aJld penpoIyKTHBHA TOKCHYHOCT, KOATO HAU-BEPOS

(hapMaKOJIOTHYHOTO NeHCTBUE (XMIIOTTIMKEMHUA) Ha IMMenupHI( Bin



Kvpmene

Exckpensita B MAHUHHOTO MIISIKQ HE € M3BECTHA. | TUMEeNUpHI NPEMUHABA B MITAKOTO Ha IUTBEXOBE.
Toit kaTo ApyruTe cyadaHLTYPEHHH IPOUIBOJHH MIPEMHHABAT B MaHUMHOTO MJIAKO U THH KaTO
CHLIECTBYBA PUCK OT XHUITOTJIMKEMHS MPH KbpMadeTara, ce MpenopbyBa Aa C€ U304rea KbPMEHETO IO
BpeMe Ha JICYCHHETO C INIMMENMPH,.

4.7 Binsaae BEpPXY cnoco0HOCTTA 32 Modupane u padoTa ¢ MANITHHM
He ca nipoBexaaHu NpoyyBaHus 3a €¢(PEeKTUTE BBPXY CIIOCOOHOCTTA 3a modupase ¥ pabora ¢ MalIMHH.

CnocobHOCTTa Ha MALUEHTHTES 3a KOHLCHTPALIMA M pe€arHpaHe MOXKE Na 6’1:,[[3 HapYLICHa BCICOACTBHC
XHNOTTTHKCMHA UWITH XHIICPITIHKCMHUA, HIIHM HaANPHMCEDP, BCJICICTBHC HAPYIICHHUA B 3pCHHCTO. Tora Moxke

a MpeICTaBJIgBa OMACHOCT B CUTYALMH, IIPH KOUTO Te3H CIIOCOOHOCTH ca OT OCO0EHO ronsMo
1HaueHue (Hanp. modupase win pabora ¢ MalllMHH).

[Tanuenrure TpAOBa Aa OBAAT NOCHBETBAHH Aa B3EMAT NpPEIIa3HA MEPKH 33 H30ArBaHE Ha
XMITOTTIMKEMHUA IO Bpeme Ha modupane. Topa € 0cobeHO BAXHO IIPH JIMLA ¢ NOHWKEHO HITHY
JTMIICBAING YCELIAHE 33 NIPeAYIIPEAUTETHATE CUMITTOMH Ha XHITOTJIMKEMMSATa, WIM KOUTO UMAT YECTH
eMU30M Ha Xunoraukemus. HeoGxonumo ¢ nobpe aa ce oOMHCTH JalTy NMPH TaKUBa 00CTOATENCTBA €
IPENOPBHUMTENHO TE Ja WOoPHpaT WK Aa paboTAT ¢ MALTUHM.

4.8 Hexe1aHH JJ¢KAPCTBEHH peaKnHH

Cneanure HeXXeJlaHH JIEKAPCTBEHH PEAaKHMH ¢a BB3 OCHOBA Ha ornMTa ¢ Amaryl ¥ ¢ JpyruTe
cysipaHWTYpEHHH IeKapCTBEHHU IPOTYKTH:

Hapymenus HA KPbBTA H JHM(HATA CHCTeMA

Penxu: TpoMOOLIMTONEHMS, IEBKONEHUS, EPHTPOLMTONCHHA, IPaHyJIOLMTOIICHHA, arpaHy/ioLMTOo3a,
XEeMOJIHTHYHA aHEMHA H NaHIUTONEHWA, KOUTO IO MPHHITHI ca 0OpaTUMH clief NpeKpaTdaBaHe npueMa
Ha JIeKapcTBOTO.

HapymeHHs HA MMYHHATZ CHCTEMA
MHOro peAKM: allepriicH BaCKYJIHT, JIEKH PEaKLHH Ha CBPBEXYYBCTBUTEJIHOCT, KOMTO MOTAT 4
NpPepacHaT B TEXKH PEAKLMH C IHCIHESA, CHIDKABAHE HA KPBBHOTO HAIATaHE M MOHAKOIa IIOK,

B13MOXKHH ca KPBCTOCAHH aJIEPTHH ¢hC cynpaHmTypeiiHy npenapaTth, CyaI(pOHaAMUAN WM CPOAHH
BElISCTBA.

Hapymenns Ha MeT260,1H3Ma A XpAREHETO

Peaxu: XxHnorinkeMs.
Haii-yecTo Te3u peakiiyd Bb3HUKBAT He3a0aBHO, MOTAT /ia Ca TeXKKH M He BUHATH € JIeCHO Aa Obaar

KOpUrupaHi. Bb3HHKBaHETO HA NOACOHM peaKiluK 3aBHCH, KAKTO H NPH OPYTrUTe XUMNOrMHKEMHYHH
TEpANMHK, OT MHOUBHAYAIHH (PaKTOPH KATO XPaHUTETHH HABUIMM U OT JO3UpOBKaTa (Bk. Touka 4.4 3a

AOIBJIHUTEIHA HHPOPMALIUS ).

Hapymends Ha O9HTE e
Oco0eHo B HAYANIOTO Ha JIEYEHHETO € BB3MOXKHO [1a BE3HUKHAT MPEXOAHU HPH

nopagy ipOMsHa B HHBATA Hd KPbBHATA 34X4p.

CroMammRo-9peBHE HAPYIIECHHASA |
MHoro pefiku: rajeHe, MOBphHINAHE H AHAPUSA, TEKECT UITH YCellaHe 3a NPET
06J1acT H KOpeMHH OONIKH, KOUTO BOIAT A0 NPEKPATABAHE HA JICUEHHETO.

XenaTo-0OHNHAPHA HAPYWICHHA
IToBuIIeHHE HA YEPHOAPOOHHUTE EH3NMHU.



MHoro penkH: HapyiieHre Ha YyepHoApoOHaTa QYHKIUA (HAMp. C XOnecra3a v HKTep), KakTo U
XETaTHT WK YepHOOpoOHa HEOCTATBYHOCT.

Hapymenns Ha KOKATA B NOAKOKHATA THKAH
BB3MOXHO € Ja Bb3HMKHAT peaKlidi Ha CBPBXIYBCTBUTETHOCT IT0 KOXATa, KaTo ChpOex, 00pus,

YpPTHKApHa U (POTOIYBCTBHTEIIHOCT.

Hicneasanun
MHOro pesiky: NOHIWKEHUE HUBOTO HA HATPHUSA B KPBBTA.

4.9 Hpego3uapane |

Cnen mpHeM Ha CBpPBXJ103a, MOXE Ja Bb3HHKHE XHIOITIHKEMHS ¢ TIPOARJDKHTEIHOCT oT 12 f0 72 4aca,
KOATO MOXE Jia CE NOBTOPH ClIeA ITbPBOHAYATIHO Bb3CTaHOBsIBaHe. CHMITTOMHMTE MOr'aTt Ja He ¢a
HAJIALUE B NPOIbIDKEHUE Ha A0 24 yaca ciien nipueMa. 1o mpuHIMI ce npernopsyBa HabIIOIEeHHE B
Oonuuna. Morar fa Bb3HUKHAT raficHe, NOBphIaHe, Ooiku B enuracTpuyma. B oOmus cmyyqaii,
XHUITOTJIHKEMHATA MOXKE [1a € MPUIPYHEHa OT HEBPOJIIOrHYHUA CUMITOMH KaTO HECIIOKOHCTBHE, TPEMOP,
3pUTESIHH CMYIIEHHUS, NMPOOIeMHA ¢ KOOPAWHALIMATA, ChHIIMBOCT, KOMa H I'bPYOBE.

JleqeHneTo ce ChCTOM NPEOMMHO B IpeAOTBpaTABaHe Ha abcopOLyATa 4pe3 NpeIU3BUKBAHE HA
MIOBPBLIAHE, CIIEM KOETO ce IpHeMa BOAA UITH JUMOHAA ¢ AKTUBEH BBIVIEH (aACOpOEHT) U HaTpHeB
cyngat (JlakcaTHB). AKO € MPUETO TOJIAMO KOITUYECTBO MIMMENUPH, € MOKa3aH CTOMAIIEH JIaBaXx,
MOcHeABaH OT aKTUBEH BEIVICH B HaTpHEB cyndar. B coydan Ha (CEpHO3HO) Npeno3upaHe, e okazaHa
XOCIIMTAJIM3aLHs B 3B€HO 32 HHTEH3MBHHM IpikH. MakcuManHo 6bp30 TpabBa na ce 3arovne
ripunaraHe Ha IIoKo3a, Npy HeoOX0AUMOCT Ype3 DOTYCHO MHTPAaBEHO3HO HHbkekTUpaHe Ha 50 ml
50%-eH pa3TBOp, MocieaBaH oT HHPY3ud Ha 10% pa3TBOp CBC CTPHKTHO MOHHTOpHpaHe Ha KphBHATa
3axap. [Io-HaTaTEHIHOTO JlIedeHue TpaOBa fa ObA€ CHMITTOMATHIHO.

Oco6eHo pH JiedeHHe Ha XUIOTIMKEMH BCIEACTBHE CIIydaiHo npHeMaHe Ha Amaryl ot 6ebera u

MaJIK{ Iela, J03aTa Ha NPHIO)KeHaTa III0Ko3a TpAOBa Ja ¢e KOHTPONMpa BHUMATETHO 3a Ja Ce
H30erHe BEpoATHOCTTA OT NMPeAH3BUKBAHE Ha OMACHA XUnepriankemusa. KpepeHara 3axap TpAOBa ga ce

CJI€eOH CTPHKTRO.

5. P®APMAKOJJIOI'MYHHA JAHHHA

5.1 PDapMakoIHHEMAYHA CBOHCTBA

dapmakorepancBTH4Ha rpymna: [lepopannu noHKkaBamM KpeBHATA 3axap jekapcrsa: CyndoHamuam,
nepuBaTH Ha ypesrta. ATC xon: A10B B12.

["TAMEenMpH] € IEpOpaTHO aKTHBHO XHMITOITTHKEMHYHO BEILECTBO ITPHHALIEKAIIO KbM
cysibanuypeifHaTa rpyna. Tol Moxe 1a ce U3M0/I3Ba NPH HHCYJIMHOHE3aBUCHM 3axapeH quaber.

[‘muMermpua aelicTBa 4Ype3 CTUMYIMpaHe 0CBOOOKIaBaHETO HA MHCY/IMH OT OeTa KNETKHUTE Ha

NaHKpeaca.
KaxTo 1 npu apyru cyndaHwiypeHam NMpoAYKTH, TO3U edeKT ce OCHOBaBa BbPX € OTroBOpa
Ha MaHKpeaTHYHATE 0€Ta KACTKH KbM (PH3HOJIOTHYHMA CTUMYIT Ha IIIOKO3 Qriea,

Ocpofoxnasane Ha HHCYTHH
CyndannnypedHUTE IPOAYKTU PEryIHpaT HHCYIHHOBATA CEKPELIM Ypey I
YyBCTBHTE/IHUTE KATHEBH KaHauM B MeMOpaHaTa Ha Oeta KieTkuTe. 3aTBap

KaHATH NpeAW3BAKBa OeNOApH3allua Ha Oera KIETKHATE, B PE3YJITAT Ha KOE

Toea Boau o OCBOSQH(,II&BRHE Ha HHCYJIHH TIOCPEOCTBOM €K30ILIUTO34.



I iumMennpun ce cBLp3Ba ¢ BHCOKa 06MeHHa CKOPOCT ¢ OeTa-KNeThueH MeMGpaHeH IPOTEHH, CBBP3aH
C AT®-4yBCTBHTENHUTE KANHMEBH KAHATH, HO PasJIieH OT 0OMYaiHOTO MIACTO 3a CRBLP3BAHE Ha

Cy1paHHTypeiiHATE IIPOTYKTH.

ExcrpanankpeaTayna akTHBHOCT
Excrpanankpearuunure egexty ca, HanpuMmep, MoaoObpeHue B YyBCTBUTEIHOCTTA Ha nepugepunTe

[loemaneTo Ha rimoko3Ta OT KpPEBTA B rnepudepHaTa MycKy/IHA M MACTHA THKAH CTaBa NOCPEACTBOM
CHICLINAJIHH TPAHCMIOPTHH MPOTEHHMU, PA3NONOKEHH B KICTHYHATA MemOpaHa. TpaHcnopTsT Ha
TJIOKO032 B T€3H ThKaHH € CKOPOCT-OrpaHHYABAIOTO CTHIIAIO B YCBOSIBAHETO Ha IIHOKO34TA.
I'numenupun Muoro 6up3o ysennuasa 6pos Ha MonekynuTe 33 aKTHREH TPAHCIIOPT HA IIIOKO3a B
[Ta3MEHUTE MeMOpaHH Ha MYCKYJIHHTE H MACTHHTE KIICTKH, KOETO BOAM A0 CTHMYJIAllis Ha
TTIOKO3HAaTa KOHCYMAI[H.

I'naMenupun nouinaBa akTMBHOCTTA Ha glycosyl-phosphatidylinositol—cneunq)ma'ra ¢ocdarasza C,
KOETO MOKE J1a C€ CBBPXKE C MEIHKAMEHTO3HO TIPeAM3BHKAHATA JIUMOTeHe3a H [IOKOreHe3a
M30JIHPAHW MaCTHH U MYCKYJTHH KJIETKH.

I mamenupun 6nokupa 06pasyBanero Ha rIoko3a B HEpHHUA Jpod Ype3 NOBMINABAHE BETPEIIIETHYHATA
KOHLIEHTpauus Ha fructose-2,6-bisphosphate, xoiTo OT CBOS CTpaHa HHXHOUpa NIIOKOHEOreHe3aTa.

O0ma akTaBHOCT |

IIpu 31paBu HHIHBHIH, MHHMMAJIHATA eeKTHRHA HiEpopanHa no3a e npubnuzuTento 0.6 mg.
EdextsT Ha riuMennpun e 50303a8HCHM 1 BB3TPON3BOAUM. (DUSHOJIOTHYHHAT OTIOBOP Ha TEXKO
¢u3HIecKo HATOBApBaHe, CHIDKABAHE Ha MHCYJTHHOBATA CCKPELIHsl, 0CTaBa NPH [TIMMEIMPHA.

Hamaine 3naunMa pasimka B epekTHTE HE3ABUCHMO OT TOBA A4IK JICKApCTBOTO € npuero 30 MuHyTH
Tpe/iH XpaHCHT MITH HETIOCPEACTBEHO NpeAH XpaHeHe. ITpu mauuenTH ¢ nuabert, 1o6vp MetaGomuren
KOHTPOJI B NpOABJDKEHHE Ha 24 yaca MOxe fa Oble NMOCTHIHAT C COHOKpATHA AHEBHA J103a.

BbIpekH 9e XUAPOKCH-MeTabOHTET Ha INIAMETINPAA IPEAW3BHKBA MANKO, HO 3HAYUMO CHHIKEHHE B
C€PYMHaTa II0k03a NpH 3APaBY HHAMBHAH, TOM € OTTOBOPEH CaMO 3a MUHUMAIHA YacT OT ob1mms
eeKT Ha JIeKapcTBOTO.

KomOnmmpana repanus ¢ metformin

Ilpu enHo npoyusase cpen narmeHTH Hel00pe OBNafieHH ¢ MAKCHMAJIHA 11032 metformin, 6emne
ACMOHCTPHUpaH NnoAo6peH MeTaboaHTEH KOHTPON TIpH KOMOUHHpaHa Tepanus ¢ IIMMETHPHA B
CPaBHCHHE CBC CaMOCTOATEIHO NPUIOKEH metformin.,

Kombranpana repanns ¢ ancynnn

Hugopmaumsra 3a KoMGHHHpaHa Tepanus ¢ WHCYIMH € orpaHuyena. [Ipyn nauyenT HeagekpaTHO
OBNAICHA ¢ MAKCHMAJIHA 11033 MNTHMEITHPH]L, MOKE 114 CE 3aTl0YHE CHITbTCTBAILA TEparMa ¢ HHCYJ/IHH.
IIpu nBe npoyusanms, KOMGHHHPAHETO MOCTHTa CHIIOTO noaodpeHue B METAGONMTHHSA KOHTPON KATO
CaAMOCTOATETHO NPHIIONEHHA HHCYIMH; IPH KOMOHHMpaHAaTa Teparus obave, HYXXJUTE OT HHCYJIHH ca
[I0-MAaJIKH.

Croeluaiuyg nonyJauy

Hena ¥ roHowm

IIpoBereHO € aKTHBHO KOHTPOIHUPAHO KIMHHYHO NpOY4BaHE (FTHMETTAPY
MeT¢opMuH 10 2,000 mg AHEBHO) ¢ MPOIBILKUTENHOCT 24 CEOMMITH ITpH {2
BB3pacT) ¢ guabert Tum 2.

Kakto rmumenupua, Taxa u metformin mokasear 3HAYMMO MOHIDKEHME 1)
croltHocT (rnuMenupun -0.95 ( 0.41); merdopmun -1.39 ( 0.40)). He e YCTOHOBEHS
MOy ABETE IPYNH Ha JiedeHwe. [ TTMMenMpra He e Mokasai No-HUCKa edek B EY
Cpenno n3meneHue Ha HbA,, or 6a3osara crotinoct. Pasmukata MEXIY Jiede 3‘.-“';"2—:' 1% B o134
Ha MeTdopmun. I'opHata rparmna (1.05) Ha 95%-ms HHTCPBAJI HA JJOBEPHTETHOCT 34 PA3IUKATA HE €
nox npexnena ot 0.3% 3a He NO-HHCKA eeKTHBHOCT.
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[Ipn nedenHeTo ¢ rIIMMEnHUpUI, He Ca YCTAHOBECHH HOBH JJaHHH OTHOCHO 0€30MacHOCTTA MPH Jlela B
CpaBHEHME C BB3PaCTHU NALMEHTM CBC 3aXapeH nquader Tvn 2. HiMa ABATOCPOYHHA POYUBAHHS HA
eexTHUBHOCTTA K €30MaCHOCTTA IPH NETHATPUIHH MAI[HEHTH.

3.2 PapMaAKOKHHETHYHH CBOHCTBA

AOcopbnmsa: bHOHATHYHOCTTA HAa IITHMEITHPH] ClIef] MePOPANTHO NPHIOKEHHE € MBIHA. [IpueMbT HA
XpaHa HAMa [TPaKTHYECKO BIUAHKE BBPXY abcopOuuara, caMo CKOpocTTa Ha abcopOLud J1eko
HamasBa. MakCHMAaJTHH cepyMHH KOHUEHTpal# (Cpay) ¢€ JocTHraT npHbIM3UTeTHO 2,5 yaca cne
nepopasieH rpreM (cpeaHo 0.3 pg/ml no Bpeme Ha MHOrOKpaTHO [I03UpaHe ¢ 4 mg IHEBHO) U €
HaJTMLE TUHEHHA 3aBUCHMOCT MeXy Ho3aTa H Cy,, M AUC (runoin noa KpueaTa

BpeMe/KOHLICHTPaIs ).

Pazupenenenne: [ TuMenupra iMa MHOTO HUCHK 00eM Ha pasmnpesesieHHe (IpUOITH3UTENHO

8,8 nmuTpa), KoHTO rpydo ¢ce paBHABa Ha MPOCTPAHCTBOTO HA pa3mpe/esieHHe Ha aTf0yMHHA, BHCOKO
CBBP3BaHe ¢ NPOTEHHUTE (>99%), U HUCEK KWinpBHC (MpubnmanTenHo 48 ml/min).

[IpH >XMBOTHH, INIMMEITHPH] C€ EKCKpeTHpa B MIIIKOTO. [ THMEenupHA NpeMUHABA B MUTALEHTATA.
IIpemuHaBaHeTO Npe3 xeMaroeHLedanHaTa 6apuepa e ciabo.

broTpancdopmannsa n eramunupane: [Ipeobnanapamyar cepyMeH NOMYKHBOT, KOHTO € OT
3HauUeHHe 3a CEPYMHHTE KOHLEHTpALMK B YCIIOBHA Ha MHOTOKPATHO HO3HpaHe, € okono 5 no 8 uaca.
Cnen BuCOKH A03H, bellre 0TOena3aH MaJIKO MO-BHCOK IOJTYKHBOT.

Cnen egHOKpaTHa A03a HA pagHOAKTHBHO MapKHpaH ranMenupui, 38% ot paguoakTuBHocTTa Hewe
OTKpHUTa B YpHHaTa H 35% B H3NpaxkHeHUATa. B ypuHara He Oellle OTKPHTO HEMPOMEHEHO BELIECTRO.
ITpa MeTabonuTa — Hall-BEpPOSTHO PE3yNTaT OT YEPHOAPOOHHI METAGOMHIEM (OCHOBHHAT €HIHM €
CYP2C9) — 6axa OTKpHTH KAKTO B YPUHATA, TaKa ¥ B H3MPaKHEHHUATA: XMIPOKCH-NIPOU3BOLHO H
KapOOKCH-IIPOM3BOAHO. CNel nepopaiHO NPUIOKEHUE Ha NIMMEITUPKI, TEPMHHATHUAT HNOTYKUBOT
Ha Te3d MeTabonuTH Oelle CHOTBETHO 3 M0 6 waca U 5 mo 6 vaca.

CpaBHEHHETO MEXJLY SIHOKPATHO M MHOT'OKPAaTHO AO3HpaHe BEAHBX JHCBHO He NMOKa3a 3HAYMMH
pa3nMKH{ BEB (papMaKOKHHETHKATa H MHTpauHANBUAyaIHaTa BapHabWiIHOCT Oeme MHOTO Hucka. He
Here HaOMOTABAHO IIPAKTHYECKH 3HAYUMO KyMYJIUpaHe.

CneuuaiHy nomynanum

dapMakoKiHETHKATa Gellle CXOHA ITPH MBXKE M )KeHH, KAKTO H IIPH [TALIMCHTH B MJ1aJa ¥ HanpeaHana
BB3pacT (Hax 65 roguHu). IIpy NalMeHTH ¢ HUCHK KPEaTHHHHOB KIMPBHC, O€II¢ HATKMLE TCHACHUKA
KJIHPBHCHT Ha INIEMENHPH/ 1a Ce MOBMIIIaBa H CpeHKHTE CEpYMHHM KOHLUEHTPALHMH Ja C€ IOHHKABAT,
Hali-BepOSTHO BCNEACTBHE M0-0bp3a eTMMHHAITUA MMOpaAH MO-HUCKO MPOTEHHOBO CBLP3BAHE.
br6peuHoTO eNMMHUHMpaHe Ha ABaTa Metabonura Oeme Hapymeno. Karo uano, He TpabBa na ce
npyeMa, Je IMPH TAKKBA MAOHCHTH € HAIULE PUCK OT KyMYJIHPAHE.

dapMakOKHHETHKATA IIPH NIETHMA NalfHeHTH Oe3 nuaber cie/ OnepalnH Ha XTHYHHUTE MbTHIA Oelne

CXOIOHa C Ta3d IIpH 3ApaBH HHAHWBHIH.

Hela ¥ OHOIIH
I1pu npoyuBaHe Ha hapMakKOKMHETHKATa, 6e30MacHOCTTa M MOHOCHMOCTTA MPH €AHOKPATHA 1034 OT |

- mg rimuMenspuy ripu 30 neanarpudan nagueHTH (Ha BB3pact ot 10 no 17 ronuHu) ¢ quaber tum 2 ca
nomydeHH cpensu croiHocTa Ha AUC (.51, Cmax u t); ( BpeMe Ha [OMY>KHMBOT) ITOJA00OHM Ha BEYe
YCTAHOBEHHWTE MPU BH3PACTHH.

5.3 HpexxAHHATHA XAHHH 32 0e30MaCHOCT

INpeaxnuamaHuTe ePeKTH HA rIaMenMpHy 6axa HabmogaBanu Npu A03M
MaKCHMAJTHHUTE 34 X0pa, KOeTO HMa MAHUMAJTHO 3HAYEHHE 3a KIMHHYHAKS
clencTBHE OT (hapMakOJHHAMMYHOTO NCHCTBHE (XMITOTTHKEMHS) Ha CHEINHEH
IaHuuTe ce 6a3UpaT BrpXY KOHBEHLIHOHAMHATA GapMAaKOJIOrua 3a HU3CIe/E aHE

penpOAYKTUBHA TOKCHYHOCT. [Ipu nocneaHoTo (MOKpHBAaMO eMOPHOTOKCHYHOCT, TEPATOTEHHOCT H



TOKCHYHOCT an pa3BHTHETO), Haﬁmﬂnana}[me HEXKCNaHK peaKuHH 6axa TIPHETH 32 BTOpH‘-IHH cnpauo |
XHUMOTNTHKEMUYHUTE e(bexm npe,uﬂanmca}m OT c'be,uHHeHHero BBPXY XKCHCKH eltaemnnapn Ha
YETHPHHOIM M TAXHOTO nmco.uemle | |

6. (DAPMAI[EBTH'-IEIEI ,I[AI-]I-]H

6.1 CoHECLK Ha nomomam‘e BemecTBa

Lactose monohydrate, o  JlakTo3a MOHOXMIpAT, .

- sodium starch glycollate, 'HATpHEBa ckopOsia rIIMKoNaT,
magnesium stearate, | ' MAarHesWeB cTeapar,
microcrystalline cellulose, | MHKPOKPHCTAIHA uenynusa, |

povidone 25000 - . . . _--_HOBHHOH 25000

‘OCBeH TOBa KaTo OuBéTHTenH':'
Amaryl 1 mg: gepBeH xkenesen okcup (E 172),

Amaryl 2 mg: xuT encsett okona (E 172), Humro-kapvun anympswes nax (E132).
Amaryl 3 mg; XBIIT Xenesen omc (E 1 72) |
- Amaryl 4 mg: HH,I[HI‘O- I{apMHH anyMHHHeB JIaJc (E 132)

| 6 2 Hecnnumnmoc*rll
Hama OTHOINCHHE

63 Cpoxna ronﬂacr |
3 rooguHK

6.4  Cnenuanuu yciosus Ha ctxpanémie
~Jla ce ChXpaHABa IIpH TEMIICPaTypa Nox 30C.
Ila ce ChXpaHsBa B OPUIMHANIHATA ONAKOBKA,

65  Bux | c'b,ubpmnne HA 0nalcnmta'ra
PVC/amyMuHueBH OIMCTEDH. B
14, 20, 28, 30, 50, 60, 90, 112, 120 u 230 TaGJIETKH

~ He BcHUYKM BUAOBE ONAKOBKH MOTAT ja 6’51:&1* nymam B npo,uamﬁa

6. 6 chaaamm 3a yno'rpeﬁa " paﬁo'ra L o
- Hama cnenyasHy M3HCKBAHUA. - |

7. TPHTEXATEJ HA PA3PENIEHHMETO 3A YHOTPEBA

CAHO®PH-ABEHTHUC B'BJI[‘ APHS EOOIl |
1303 CO*DHH BYJL AJL CTAMIBOJIHﬁCKIEI 103, B'BJII‘APHH

8. PEmCTPAuﬂoﬁEH HOMEP ﬁP_EmCTI.PA
Amaryl 1 mg- 9800222
Amaryl 2 mg- 9800224

Amaryl 3 mg- 9800223
Amaryl 4 mg- 20020600
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9, JATA HA M3JJABAHE HA ITHbPBOTO PASPEIIEHME /MIOTHOBSABAHE HA
PA3PEINIEHHETO/ | | -

Amaryl 1 mg-04.08.1998 =
~ Amaryl 2 mg-04.08.1998 =
Amaryl 3 mg-04.08.1998 |
Amaryl 4 mg-23.07.2002

10.  JIATA HA PEJAKTIMSI HA TEKCTA

TOHu 2009
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