1. HUME HA JIEKAPCTBEHHS 1LIPOJIYKT

Merdokon XR 500 mg TabieTkH ¢ y11i0Ke110 OCRODOXK/IABANC
Metfocon XR 500 mg prolonged-release tablets

Merdoxkon XR 750 mg rablierky ¢ ynpkeno ocsoboxaBaie
Metfocon XR 750 mg prolonged-relcase tablets

Merdokon XR 1000 mg rabucrku ¢ yirhipreo ocBoboxK 1aBane
Metfocon XR 1000 mg prolonged-release tablets

2. KAYECTBEH H KOJHYECTBEHN CHLCTAB

MeTtdoxon XR 500 mg tabiterxu ¢ y,1minkc110 ocBobmk apane
Besika Tabnierka ¢ yIbIGKCHO 0cBodo K1aBate ¢iu)rbpixka 500 mg MmerhopMuIios XHpoXIOpuL (metformin
hydrochloride) cvorserctanm na 390 me Merdopmun (metformin).

Merdokon XR 750 mg rabiicrin ¢ yrbiiseno ocsoboxianane
Besika tabiieTka ¢ yaninkeno ocrodow) @sane cnnpaa 750 mg MerhopMUHOB XUJPOXIIOPUIL (metformin
hydrochloride) choreercrsamm na 585 ma meTdopMun (metformin).

Mergoxon XR 1000 mg tabiicTim ¢ v (LI2KCIO 0CBODOK/(ARATIC
Beska Tabnerka ¢ yawmxeno ocsolosgiasane cnjnpxa 1000 mg  mMerdopmution  XWIpoxyiopu,
(metformin hydrochloride) chorsercrsanm na 780 mg merdopmun (metformin).
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4.1 TepauerrAunu HOKA3AIH

 Hamanssane na pucka uau 3abassiic 11a pazBUTACTO pA 3axaper JMaber T 2 npu Bh3PACTIIA

MAUCHTH, ITALHEHTU ¢ HAIOPMCHO e ¢ HapyiieH 1nokozcH roiiepanc (') w/vin napyniena

[mIasmMcenia rnioxosza ta viajwo (L), v/ nosunienv croinocrn na HbAIC, kowro ca:

- C BHCOK pUCK OT pa3BUTHC 1A 3axapen jmader rurt 2 (k. Touka 5.1) 1

- Cmporpecus KM pazeuTue Ha 1axapen jader v 2, BLUPCKH 3a10UBAHCTO HA HINTCHIMBIA 1IPOMSIIA
B HAYKHA Ha XKMBO'T 3a 3 j10 O Mecela.

Jleucnuero ¢ Merdokonn XR TpsOBa jla Obje 043Kpalo Ha O1CHKA 1A PUCKA BKIHFOUBAILAR [1O/IXO/411H
MCPKH 33 IJIMKCMUYECH KONTPOSI, KAKTO W JIOKA3ATCIICTRA 34 BUCOK Kap/iMO-BaCKyJ1apcl PHCK (B, TOUKA

5.1).

[IpoMsiHaTa B HauMlia Ha KMBOTA U OANMACHTA TpaORa J1d HPONLIBKA LIPK 3al104BAaHC 1A TCpanus C
METGOPMHUH, OCBCH 1IPH HEBBLIMONKHIOCT HA HAIIMCHTA 11OpaId MCIIANMICKH NPHYHHH.

. JIewenne 1a saxaper jiaber tan 2, 1pyu vL3pacTin, 0coGCHO IPH AIMCHT
KOTaro Camo JMeTa M PU3HUCCKH YUPAXKIICHUS HC BOJMT IO AJ[CKBATCH 1K
BB3pacTHH, Merdokon XR Morar jia ¢c upuiarar karo Moloreparms Hiu
MEPOPATHHA Al TUAHADCTIIM JICKAPCTBCIHN 1IPOMYKTH, VK C UIICYIINIL.



4.2 Jlo3upoBKa M HAMHN HA UPHIOKCHHC

Jlo3upoerka

Bvapacmuu ¢ nopmanna tebpeuna pyiikyus (eGEFR > 90mil/ i)

Hamanseane na pucka wnu 3a06assite na pazeumuemo na saxapen ouabem mun 2

. Yuorpedara na merdopmun 1pxGsa jia cc uMa 1PC)BKL, CaMO B ClyHaid, uc WITCH3MBLATA
MPpOM:HA B HAYKIIA 1A 2KUBOT 3a 1ICPUO( 0T 3 710 6 MCCCIa 11C ¢ JloBelIa )0 a/ICKBATCH IMNIMKEMUAYCH KOHTPOJL.
’ TepanwmsTa Tpsbsa Ja zanouc ¢ wm(]mpmmiou xutpoxsiopuyt SO0 mg BC/ITbXK JIHCBRHO, [IPUEMaH
10 BPEME Ha BCUYCPHOTO XpaliCiIC.

. [Tpenopuura cc kopekims va jozara cieit 10 )10 15 jiim 1a 6a3ara Ha M3MepBanc 11a 1MBOTO Ha
KphBHaTa 3axap (cronuoctvre 1ta (OGTT w/unn FPG, u/unu TIbAIC na 6maar 8 nopma). ITocrenemioro
HIOBMIIIABAHE Ha N0O3aTa MOXC Jld [10,100pH 1acTpo-vuiirccranajiara rojicpairiocr. Makcwvanara
NPENOPLYATENIHA J1038 ¢ METHOPMHHOB X1 POXIopHL (2000 mg) BC)BK JUICBHO, 110 BPEMC HA BEHCPHOTO
XpaHene.

’ Hpenopsura cc penosiio Monuropuparic (11a Beeku 3-6 Meceta) 1a IITHKCMHUY RS CTaTye (HMBaTA
Ha OGTT w/mnmm FPG, w/min FHBAIC) xakro ¥ 1a puckosu (hakropu, KOUTO Jla OICHAT I JICHCHHCTO
TpA0Ba J1a ObJIE IPOJILIDKEIO, [IPOMCHCHO KUK IPSKCHATO.

. Perctine 3a 1ipeonenka 11a repanusita ChINO Taka ¢¢ M3HMCKBA, aKO HMAIMCHTET BIIOCIC/ICTBAC
[IPHIIOIKH TIOA00PCHINA B JiMeTaTa /W IH (PUIMYCCKUTC YHPAXKIICIIUS, MIIK AKO IPOMCHHTC B MC/IMITHIICKOTO
CBCTOAHHUE HIE NMO3BOJIAT IT0-I'OJICMU HIITCPBCIIIMK B [HAYM1IA 118 JKHBOT.

Monomepanua npu 3axapen ouabem mun 2 u 8 KOMOUHAYUA C opyen aumuouabemiiy cpeocmed
. Obunuaiinara nayayna josza ¢ merdopMuior xuipoxiiopui 500 mg uicBHO.

. Caen 10 10 15 Jum jrozara 1pabea jla e a1amipa B 3aBUCHMOCT OT M3MCPEHMTE CTOMIOCTH 112
KpbsHaTa 3axap. llocrencnnoro nosuiasane na jo3ara MoXE j@ 10)06pH 1acTpo-uITCCTRIAINATA
rojiepanTHocT. Ipenopbunresnara makeumamia juiesna josa ¢ mergopmunos xuupoxiiopui 2000 mg
Tabic Ty AHCBHO.

. [loBuiasanero na nozara rpsdra jla crasa ¢ 500 mg na seeku 10-15 juiu, jio makcumym or 2000
Mg BEAIBX JIHEBHO. Moske Jia cc oOmucan nipuemst na 1000 Mg JBa ['THA AICBHO, KATO U JIBATA LIPHCMA
TpAdBa na OByar Mo BpeMe na Xpaucie. AKO OTHOBO HC MOXC Jia CC HOCTHITIC MIMKCMUYCH KOHTPOIL,
RALMCHTHTE TPAORA J(@ fpeMUnaT na repanums ¢ MeThopMHIL tadicTku ¢ 1ie3abasiio 0¢BoGOK/ABAIC 10
MakcuMamiia 1o3a ot 3000 mg juickno.

. Ipn pamuenrn, kouro peue ca siekysanu ¢ merdopMan Tabierky, [bpBolayaiiaTa J103a
Mergokon XR Tpabpa ja 6bjic cksunaliciTiia na jacsuara noza rabierku Merdopmun. Tpy nandctTy
TPETHPAHH C METHOOPMHUII B JIO3U 1HO-BHUCOKH OT 2000 ME JIHCBIO, I1C CCIPCHOPHLYBRA HIPCMHUHABAHCTO KbM
Teparing ¢ Merdokorr XR.

. AKO CC NMPEJBHAJIE HPCMHHABAHC OT JIPYr IICPOPAICH alTHIMabeTell HPOAYKT, HPC/HITHOTO
XUTOTANKEMHUYHO Jieuciine TpsOBa Jia Ob)IC TIPCYCTANOBCHO M JId CC 3aMCCTH ¢ MCTGOPMUIL B j1o3aTa,
nocovela no-rope.

Kombunayua ¢ uncynun

MeTPOPMHHOR XM/IPOXIIOPHL M HHCYIIMIL MOFAT JIa OBJIAT H3LON3BAIMA KaTO KOMOHHMpaa Tepalins 3a
NOCTHI'AHE 1A 110-A00BLP KOHTPON Ha KphBiaTa 3axap.

ObuuaiiHaTa Hauaia 11032 MCTPOPMAHOB XUAPOXIOPHL ¢ 500 mg BCjUIK JIHCBIO, JIOKATO JI03aTa Ha
HHCYJIMN CC QJIANTHPA B 3ABUCHMOCT OT H3MCPCHUTC CTORNOCTH A KPLBIATA 3aXap.

Hanuenrn B crapuccka BL3pact
[Hopanwu noreutanio giomcHara SLOpeUHA HYNKIMKTA HPH LAIWICITTH B CTAPUCCKA RL3pact, Jlo3ara na
METQOPMHHOB XMIPOXIIOPHIL TPAOBA /14 CC AJ(AIITUPA B 3ABUCUMOCT OT qGynxnysra Ha 6f6pe11me KOATO
PEOBHO TPsIOBaA j1a ce KOHTpOsinpa (k. Touka 4.4). |

[ToszaTa OT HAMAJIABALLE 1A PUCKA MM 3aB4R%HC PAIBUTUCTO HA zaxapapen jad
HALMCHTH Ha BL3PACT Hajl 75 rojiiin (BK. Todka 5.1), nopaju Koero Tepanus



[TALUEHTH HE € 1IPCIIOPBYUTCIINO {13, TovKa 4.4).

Hlanuenrtu ¢ Os0peuno yspexganc

lIIpem sanousane na neuetine ¢ npoiykry, ch/rbpxaiun MerdopMHIL TpsSGra Jia ¢ HallpaBk oUeHKa Ha
CTOHHOCTHTE Ha riioMepyatara gusrrpanng (GFR), a caci tora - 11011C BC) UK FOJIHLIITIO. i [pu nianeirmy
C NOBHILUCH PUCK OT 1IO~-HATATBLUIHO NIPOIpecHpanc ta Ob0peunio yBpekaie v HpH TAIMCIITH B Crapuccka
BB3PACT TPIOBA 110-4CCTO /14 CC 1Ppaky ONCKa na On0peunara Gynxkiums, Hanpumep Ha sceki 3-6 mecerna.

¢GFR O01a Makcumasnia Juicsna Jioza | Jloirsnimreimiv ¢hoOpaxclivs
mL/min/l.73m? B
60-89 2000 mg Mowe nta ¢c¢ oOMUCHH
HOHMKABAHC 114 /103aTd  BbB
BPbL3IKA ¢ NaMalsiBalCTO  Ha
OLOpeuraTa (PyHKI M.
45-39 2000 mg (DakropurTe, KOUTO MOrar jia
YBCJIHUAT PUCKA OT Jiakrarna
anmno3a (k. rouxa 4.4) tpudra
Jla AT HpepasiIc i, 1Ipe)iH
Jla ¢¢ ODMHUCHU 3alI0UBAHC Ha
JICYCHNWE ¢ MCTDOPMMUIL

30-44 1000 mg IHavasinara j03a ¢ Hail-MHOro
[OJIOBUIIATA OT MAKCHMAINATA

S e | MO8, e e+ e

<30 - L | Merdopmun ¢ nporHBOIoKazan,

IHemarpuuna nouyaanus
[opanu nunca na pocrarbuno Janim, Merdgoxon XR He Tpsa6nsa jia 6n1¢ n3110J38aH HPK JICA.

4.3 IIporusounoxasamnus

* CBPBXUYBCTBHTCIHOCT KEM aKTHBHOTO BCIICCTRO MCT(OPMHUIOB XHJ(POXJIOPHL LW KBM IIHKOC OT
ITIOMOLHKTE BCIECTRA, U30pocHn B 1ouKka 6.1,
. Beexu trit ocrpa Meraboliviiia arngo3a (HALD. JIAKTaTHa 411034, JInabeTna Keroaliylosa);
. JinaberHa npe-koma;
v Texka 6L6peuna nepocrarsunoct (GFR <30 mi/min/1.73m?);
. OCTpy CHCTOSMNN, 3aCTPAIABAIIM /id POMEIsT DYIIKINSTa Ha 6LEpeurTe, Karo:
- JIeXyjparalus;
- TCHKKA HUPCKINA;
- IOK.
. 3abosipating, KOMTO MOIaT JIA LIPHYKITAT THKAINE XUIIOKCHS (0COBCHO 0cTpU 380015 BT MK

BJIOLIABAIIC A XPOUMUYIIU 3a00J15BAIMS ), KATO:
- ACKOMINCHCHUPAHA CLPCHHA HEJOCTATLYHOCT,
- PCCHHUPATOPHA HICOCTATLUHTOCT,
- HACKOPO NpcKapal MUOKap; e uidapkr;
- 10K,
. Heproapobna neaoctarsumnoct, ocrpa AlKoXola MirTOKCHKAINN, AIKOXOJIHIHM.

4.4 CuoenHajmm upeAYUPERICHAT B UPCAIAINE MCPKH DU YIorpeda

JlakTaTna annnosa
JlakraTHata alM)n03a ¢ MHOTO PSIKO, HO CCPUO3H0 MCTaBOIMTHO YCIOKHCIHCG, 11a
OCTPO  BJIoW@BaHe Ha OnOpeunara  (ynkims, KapjMo-pecnyparopliio  3ado
Harpyneaneto na MerQopMuUE HACTLIBA HPH OCTPO BIOHIABANC 114 OnLBpeuiaTa




PUCKA OT JIAKTATHA allHJ{034.

B ciyqai Ha iexuaparaims (TCKKa JMapHsl WA TIOBPBIANC, TPCCKA MIIW HAMAIICH 1(PUCM HA TCHNOCTH)
TpsidBa BPEMEHHO jla ce CIpC upucaa na MCThOPMAH U ¢ TIPCLIOPLUNICIIIO J12 CO YCTAHOBH BPB3KA C
MEAHUMHCKH CINCIMATUCT.

[IppembT Ha nekapcrsenu [IPOJNYKTH, KOWTO Morar ocrpo Jia yepeast OnhOpecunara Qpyoximst (Karo
ANTHXUIICPTCHIHBIIK cpejicTra, anypervitd v HCHBC) Tpsabia n1a ¢ 3a11048¢ € 1HIOBULICHO BHUMAHUC 11P]
MALHCHTH, JICKYRAlK ¢ MeTdopMuil. [ [pyrd pHCKOBY HaKTOPH 3a JIAKTATIIA 41(1)(034 C& LIPCKOMCPCI HIPUCM
Ha aJIKOXOM, 4YepHOoApodNa 11C/0CTaTHHHOCT, HCHOCTAThUHO JI00pe KoHTpoiMpan jmaber, Kerosa,
HPOABIDKHTCIIHO TJIalyBAlIC M BCIKAKBH CBLCTOSIIUS, CRBP3AUH C XMIIOKCHS, KAKTO M CJIHORpCMCHIIATa
ynorpeba Ha JICKapCTBCHH 1IPO1YK TH, KOWTO MOTAT J1a IIPHYMIT JIAKTATHA a1M/103a (B3K. TOUKK 4.3 1 4.5).

Haunenture w/unu Gomnornesavmre tpabra Jia Guyar nuhopMUpalK 2a pHCKa OT JIAKTATHA AI034.
JlakraTnata anko3a ce XapakTepuIupa ¢ allWylo3Ha JMCIHCS, KOPCMHA GO0JKa, MYCKYH Kpamliy,
aCTCHHA H XHITOTCPMHA, NIOCIIC)IBAlW OT KOMAE. 13 ciryqaid 11a ChLMICHHC 33 CUMIITOMU TATIMCH LT Tpsbpa
jla crpe npueMa ia merdopmuH W onesabasio Jla noTbhbpcH Jiekapeka nomont. Jlwarnocrununure
nabopaTopHy HaXOAKK ca onmkeio kpheno pll (<7,35), HOBHIICIIH HMBA 1A TUIA3MCHHS NAKTAT (35
mmol/1) v noBuIena anuorna pasitmka 1 CHOTHONICHHE IAKTAT/IIMPYRAT.

buOopeuna dyurkunn

IMpenu 3anouBaile Ha JICUCHHETO TPAORA J(a CC HANPARM OlICIKa ha cTolnocTuTe na GIR 1 PCORBHQ CIIC/T
ToBa (BX. Touka 4.2). Mcrdopmunl ¢ niporusonokasan npn taipen ¢ ¢ GFR < 30 mi/min/1.73m? u
TpAOBa j1a ObIC BPCMCHHO CHIPSITL IPY TUIMUMKUC 114 CLCTOAINS, KOWTO 1IpoMclisT Gnopediiara GyHKI(M
(BxK. TOuka 4.3).

Coupincuna pyuknus

[fauMeHTH CBC ChLPIICUYIA HCHOCTATLUNIOCT CA U3JOWKCHH HA HO-1'0JISM PHCK OT XHHOKCHS U OnLOpeuna
HeyocraTbunoct. Hpu vanmenru cne crabunna xponuana cepiedna HeocTarb4HoCT, MerhopMHIl MOKS
Aa CC M3MON3BA LIPH PC/IOBHO HADIO/(CHUC 1A Chpjculiara v OLOpeunaa dhrynxnus,

34 malMeHTH ¢ ocTpa U necradbuling CLPJCHIA HE0CTATBHIOCT, METHOPMIUIT ¢ NpoTUBONOKa3aH (BXK.
TOuKa 4.3).

[IannenTH B €rapuccka BL3pact

Hopajn orpanvueny janun za repanesrnung chUKACHOCT OTHOCHO HAMAIMBAICTO 11 PUCKA HIIH
3aDaBde PA3BUTHCTO HA 3aXaPCH /AT THI 2 1IPH HAIHCHTH 114 W 1yl 75 10 (UIIHA BLIPACT, 1PH TAX HC
CC NPENopPbLYBAa HHHIMUPAIIC A Tepalins ¢ MeT(opMUIL.

[Ipunoxkenne Ha Ho/-cu/L KA KORTPACTIH REecTna

BuTpech10BOTO NpUnioxkenue 1a HOJ-CB)ILPIKALIIM KOHEPACTITH BCIICCTBA MOXKC J1& JOBCHC JIO KONTPACT-
HHAYLMpaHa He@ponarus, BOjCIIA )10 HATPYHBAHCTO HA MCTHOPMHIT U LIOBXNICH PHCK OT JaKTaTHA
auujio3a. llpuemnr na merdopnmunos XHIPOXNIOPKU)L, TPA0BA Jia ¢C HPCYCTANOBKA HIPC)U NIPOLE/ypaTa 1o
o0pasia qMarnocTuka M He Tpadna j1a ce wh306108:3a 210 48 yacy CJIC)LTORA, [IPH yCJIoBHE, ve OLOpeunara
QYHKIMS € OlICHCIIA OTHOBO W C YCTAIIORCHO, UC ¢ crabuinia (K. TOukH 4.2 1 4.3).

Ounepannn

[Hpuemsbr na merdopMunios xuspoxiopmi mpsbira J@a co Hpeycranonu 48 uaca upeld Besika 1ianosa
onepaiua, Hamarau@a odig, Cumnajiia WM epwiypaina aHecresvs. Jleucluero Moxe Jjla Onje
BB30OHOBEHO e 110-paHo o1 48 vaca ¢JIe) olepalHaTa M BL306HOBIBANICTO 118 XpaHCHCTOo [PC3 yCTa, v
Py ycnorue 4e ObOpednara (yiikimg ¢ oleHeHa OTHORO B ¢ YCTALIOBCIO, Ye ¢ Crabuina.




Hpyrn HPCAYLPEK/ICNHH

’ Benuky manmenrn 1psifnsa Ja HPOMBLJDKAT JucTara CY ¢ pelOBHO pasnpeCIICHHC 1A 1pdeMa Ha
BLIJICXUAPATH 1ipe3 aciist. [laimeirrnre ¢ najmopmenio 1¢1io rpsabna jia npojbiokaT j1ia cnaspar
HHUCKOKaJIOpHUYHaTa CH J(HeTa.

’ Obuuainure naboparopiin recrose 3a MoHWtTopupanc ta amabera tpAdBa Jla CC WIRLPHIBAT
PEAOBHO.,
’ MeThopMHIT MOMKE JTA HAMAIH CCPYMIIWTC HMBA HA BTaMunl Bz PHCKLT OT HUCKH HUBA 114 BUTAMHII

Bz ce ysemuuagsa ¢ yscomuaganc 11a j1o3ara 11a MeThOPMHAL, NPOILIBKATEIIOCTTa 1A JICHCHUCTO
W/ NIPY TALUMCHTH ¢ PHCKOBU (PAKTOPH, 33 KOHTO ¢ M3BCCTHO, YC HpHYHusBar JehHIMT fa
BUTAMHH B, B citywait na enmicuve 3a ey a2 suramun 312 (KaTo ancMus wiM HEBPONATHS ),
TP#OBA Jla cc 1IpoceHsBAT CCPYMIMTE HHBA Ha BHTAMUH Bz, MOKe 21 ¢C IAUI0NH [ICPHOINYHO
pocneaaBane na BUTaMui 13> npu nanmcnTy ¢ puckorn dakropu 3a Jichunur na suramMmun B,
Tepanusira ¢ MeTdopmunn 1psaGBa Jla BPOJILIDKU TOJIKOBA I(LJIIO, KOJIKOTO €€ 1OHACH M HC C
ITPOTUBOTIOKA3AN0 M ITO/IXO)H1I0 KOPUIMPALILO JIcyeHHe 3a Jtiedhunmt va suramuni Bz ¢ ocurypelio,
B CHOTBETCTBHC ¢ HACTOMIINIC KIMHUYLH PLKOBOJICTBA,

. MeTdopmuii, IpUeMalt caMoCTosTCIHO, HE ¢ HIPUYMIE 33 XHUOITIMKCMHS, HO CC W3UCKBA BHUMAIHC
OpR TipUeMa MY B KOMOWIAIMs ¢ HIICYJIMH WKW WKW JIPYIA TICPOPaIIIA anTWHabCTHH TIPOJIYKTH
(Hanp. CynpanmmypeRtm HPOIYKTH MK MCTIATHHIGN).

’ Morar jia Onjar nabno/asaiy yactn o1 06BUBKATA Ha TabICTKATA RLE WILIPAKHCITHSTA Ha
marpenTure. Te tpgbna jia Oy Hpeyupe)tenn, 4e Tosa ¢ lopMalino.

4.5  Baaumojeicrane ¢ Xxpyra .ickapersenu HPOAYKTA 1 ApYIH GopMH HA B3ANMOJCHCTRRC

He ce nperopbyBa CLLTCIBAINA yviiorpeda ¢

Anxoxon
AJIKOXOJIHATA HHTOKCUKALIUS CC CBLP3BA C HOBHIIICH PUCK OT JIAKTATHA allk)034a, 0Co0CHO R CIIC)HHNATC
CIIyHau:

. rliaaygBane;
. HEI0XpalBane,
. YepHOApODIIa HEAOCTATLYHOCT.,

Ha ce n3bsrsa ynorpebara na aitkoxo.1 B ACKAPCTBCHA LPOJLYKTH, ChlbPKAIM AIKOXOJ.

Hoo cvowvpoicauu KOIMPACHTHU BCHICCING

MeTpopMHH TPAGBa 3aXBIDKHTEIIIO j1a ¢C CIIPE LIPC/IM HPOIC/YpaTa 32 06pasiia JIHArHOCTHKA 1 He
TpAbRa /1a ¢C BB30OHOBIBA 10 Hal-MaKo 48 yaca e ToBa, LHpH yCAoBHe Y¢ OuDpeunara (pyHkuMg ¢
OLICHENA OTHOBO U € YCTAHOBCHO, He ¢ Cradbuimia (K. Toukn 4.2 u 4.4).

KomOuHaing, naucksamn 1pejuiasz i Mepku 1pyu ynorpesa

Hsaxoun nexapersenu 1pojykru Morar J1a cc orpazsr nebiaronpusrno na 6n6peuniara GyHKIMs, KOCTo
MOXKC Jla yBCIIMMH pHUCKa OT Jlakrarna anudjwosa, natpumep HCHBC, rkaiounrteiiHo  CCICKTUBHO
MHXHOMTOPH 11a umknookeiciaza (COX) 11, ACE wnxuburopn, amrnotenmnm ) 11 peueirropiin
AHFArOHHCTH M JIMYPETUIH, 0COOCH0 OpuMKOBK Jinyperiind. 1lpn 3anounanc win ynorpeba na takupa
MPOAYKTH B KOMOWHaIMs ¢ MeThOopMui ¢ HeoGXOIMMO BIMMATCIIHO HpociicisBanc Ha OLOpeunara
QyuKLMSL,

Hexapcmeenu npoOykmu ¢ Gwvinpeuiid Xunepeaukemusid QRIMUGHOCH, KAmo 27
CUCEMILO U JIOKATNO RPUROINCCHUC) U CUMBUIMUKOMUMEHTHY Y.
Moske 214 € 11e00X0HMO 1HO-HECTO 1POC.IC/BANG THROTO 112 KpLBIIATA 3axap,
neuenmero. llpu nyxa jozara na wmergopmun 1psfsa j1a ce ajtaurapa 10 )
CROTBCTHHA JIEKAPCTBCH NPOIYKT W CIICI HECIOBOTO CLHpPANIC.

* oyou- (3a
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Ipancnopmepu na opeanuunu xamuonu (OKT)

Merdopmun e cydberpar u ia jisara rpancuoprepa QKT n OK12.
[:niHOBpEMEHHOTO HIpHIMKEHME HA MCTHOPMUN C:
¢ Huxnburopu na OKT'1 (karo sepauamuin) Morar jia namanigt cpukaciiocTa 11a MCTgopMHIL.
e Hupyxropu na OKT! (xkaro pudamimimn) morar ja HOBMUIAT acTpo-WHTCCTHIIAINATA
abcopbiwmst n edukaciocia na MmerpopMuli,
e HMuxubnroppn na OK12 (xkaro uuMceTH/IHI, JIOJNYICIPABUP,  PAHONA3HIL  TPUMCTOIIPHM,
BaH)(CTAalMO, nCaByKaHa30:1) MOTAT J1a HOHMKAT CIIMMUIMPANCTO Ha merdopmun 1ipes Onbpeire
H TOBRA Jla IOBCC IO NOBHIICIHA TUII3MeHA KOHIICH DAY 11a MCT(OpMHAH.
*  Huxuburopu na OK'T'1 v OK'T2 (xaro kpusorvnud, osanaput) Morar j1a 1ipoMerisT cUKacIiocTra
n 6BOpeultaTa cuMUAnMs ta MCTHOPMHEN.

CrejloBaTenio, HEOOX0/IMMO ¢ J1a ¢¢ 0Opbia BHUMAIKE, 0CODCHO HPU HAIMCHTH ¢ 610peHno yspeskiiane,
KOratTo Te€3u JICKaPCTBCHH NPOJYKTH CC HPANATAT CHHOBPCMCHIIO ¢ MCTHOPMHIL, ThH Kar0 [iasMenara
KOHUECHTPAIMA Ha MCTHOpMHUIT Modke j1a OBJIC uosminena. AKo ¢ HeobxojiMMo, Moxe Jia c¢ obmucin
KOPEKiHMA 112 03a1a, ThH Karo QKT vnxuduropure/unjiyk ropure Moran jia poMcistt ¢hpukacnocTra 1a
MET(POPMHH.

4.6 @epTHIRTCT, OPECMENHOCT H KLPMCHE

bpemeHtocT

HekoHTpoMpanara XMIICPIIIMKCAIST B HICPUKOIIICINMoniara (asa 1 110 BpeMC Ha OPCMENIOCT ¢
CBBP3aHA C 1IOBHILCH PUCK OT BPG/ICHNA dHOMAIKHA, 3aryda 11a OpeMCHHOCT, XALCPTOHWS, 1IPCAN3BHKAHA
OT OPEeMEHHOCTTA, [PECKIIaMIICHI ¥ LICPHITATaid CMBPTHOCT. Baxilo ¢ fla ce nojuibpxkar ldsara na
KPBbBHATA 3axap BL3MOXKHO HAH-0J1M30 /10 HOpMAJIHUTC HPE3 Isiigra OpeMCHIIoCT, 3a /14 cC HaMalid PHCKBT
OT HEONATONIPUATHH U3XOJIH, CELP3ANN ¢ XHIICPIIIMKCMK. 33 MalKaTa 1 HEHHOTO JICTe,

MerdopMuH Npemuiiana npe3 IUIANCHTATE C HKRA, KOWTO MOrdT ja OnLjIaT TOJIKOBA BHUCOKH, KOJNKOTO
KOHLCHTPaLMUTE IIPU Makkaa. |

['onsmMo konuuecTBO Aanny 3a openmeniu kean (noscue or 1000 ekclionrpanu pesylrrara) or 6a3upano
Ha PCIHCTBP KOXOPTHO HpOoyuBane v NyOJUKYBaAlK Jlanan (MCTa-aHANM3K, KIMHHYIK [IPOYYBAHUS U
PEruCTPH) HC MOKA3ZBAT MOBMIICH PHCK O BPOJICHN AHOMANMHA MM (BCTo/HCoNdTaia TOKCHYHOCT CJIC]
CKCTIO3ULIM KBM MCTMOPMHE B IICPHUKOITICHIMONNIATA (aza W/ unn 110 Bpeme Ha OpeMCHIOCT.

Hma orpanmucum u neybejmresiiv jlokasareicrea 3a cekia na MCTQOPMHI BLPXY JILATOCPOUIINS
PE3YJITAT MO OTHONICHNC HA TCITIOTO 1IPH jiCla, UBIOKCHU RETPCYTPobtio, MeTdopmMurl HE U3MICK@ J1a
[IOBJIKABA JIBHTATCIHOTO K COIMAIIHOTO PAZBATHC JI0 4-1'0/(M1IINA BL3PACT 1IPH JICHA, HAJIOKCHY 110 BpCMC
na OPEMEHIIOCTTA, BLITPCKU UC JAHINTC 34 JILIIOCPOUIMTE PC3YIITATH Ca OV PalNUCHH.

AKO € KIMHWYHO HCOOXOIMMO, yiiorpeGara Ha MCr(OpPMUIL MOBKC Jla cC OOMMCINM 110 BpeMC 11a
OPEMEHHOCT 1 B ITCPUKOHIICHITHONHIATA (ha3a KATO JIOILINCHUES MITK AIITCPIIATHRA 118 MIICYJINHA.

KupMmene
Mergopmun ¢e ckckpeTHpa B Knpmara. Ile ca 1abmojiarany HEKCHANN JICKAPCTBCHY PCAKIIMH FIpH
HOBOPOJIEHN KbpMaYeTa/MaIKH JIc1id. 13¢¢ 1Ak, 1opajid OrpaliMuCHM e HANHYIIA J@HHH, KbPMCHCTO HE
Ce MPEnopbLYBA [10 BPCME HA JICUCHUC ¢ MCTHOPMHUIL.

Tpabea na ce r3eMc pelttenne jaiu ;1a €C NPCYCTAHOBH KhpPMCICTO KATO CC MM [INC)(BHJL [10J13aTa OT
KHPMEHCTO H 1IOTCHUMAINNS PUCK (1" HCHKCIIAHU JCKAPCTBCHW PCAKI[HK 34 JICTCTO.

Mbeprunurer

IHpy MBXKH 1 3kelCKN NITBX0BC HCPTIGITICTET 1IC CC UORJINSRA OT MCTHOPMHULL, [
mg/kg/Ha Jiett, KOeTo ¢ [IOUTH TPH ITHTY HOBCYE OT MAKCHUMANIIATA upenophyana jiic
Ha 0asza cpasHeIMe na TCICCIa 1I0BLPXHOCT.




4.7 Edexru pbpxy cuocobuocrra 3a modnpane u pabora ¢ Mamuanu

MotoTrepanuaTa ¢ MeThHOPMHHOR XK/ IPOXIOPHIL HE UPUUMIIABA XHIIOITIMKEMHS U HIOPAJIH TA3W 1IPHYHNA
HE MOBJTHABA CrocobHOCTTa 32 1mohupalie U paGora ¢ MAININ.

Bee nak, maumenture Tpsbea jla ca DPCAYUPEACHM 33 PUCKA OT [IOSRATA HA XHIIOISIMKCMMS [IPH
KOMOHMHMpPAH TIPHEM C IPYIH At (MabeTIM ieKapeTBetiv 1pojtykru (nanp. cyinhanvinypeiiliv, Hilcysuil
HJIM MCTJIMTHHH (W ).

4.8 Hexenanu JekapeTBeny peaknnm

[py 110CT-MapKEeTHHTOBH 1IPOYUBRHAS U 1IPH KOHTPOJIMPANW KIMIUHI 1IPOYHBAHNS, JIOKIIA(BAIIHTC
HOXCNAHH PCAKIMH 1IPH TALHCITTH, TPCTUPAIT ¢ MCTPOPMUNIOB XWIPOXIOPUIL 1abIICTKU ¢ YIIHIDKCIO
ocBOOOKNAaBaHC ca OJIM3KK 110 BM/ M TCKCCT JI0 TE3M, JIOKIAJBAIA [(PU 1AIMCIITH, TPCTUPAlIM C
MeTHOPMHHOB XHUAPOXIIOpU)T Tabnerkm ¢ nezabarno ocroboK aBatIc.

B wnavanoro na JCHCHHUCTO, HAH-HCCTHTC HCHKCIANH JCKAPCTRCHH pPCaKIIHKU Ca 1'd/ICHC, [HTOBPLULIAHC,
HAAAPHA, CTOMALLIA 00JIKa U 32:1]”}"621 Ha dHCTHT, KOUTO B HOBCYCTO ClIyHAHW 1IPpCMHUHABAT CITOHTAHO.

[lo speme na neuciine © MCTHOPMHIIOB XUJAPOXAOPUIL MOAT J[@ CC 1IOMBST CIHC)HUTE HEKCIAHHN
JACKAPCTBEHH pEaxKHMU, KaToO YCCTOTATaA MM € ONpCjIciica Kakro ciciipa: Muoro yccru (>1/10); vectw
(>1/100 <1/10); newecru (>1/1000 <1/100); peyxn (>1/10 000 <1/1000); mioro pepxu (<1710 000); ¢
HEM3BECTHA YEeCTOTA (OT HAIMYHWIC AN [IC MOKC JId O'B)IC HALIPABEHA OIICHIKA).

Hapyutenus Ha MeTaboyiu3mMa u XpancHgeTo
Hecmu: namanssane/jichunpr na Buramin 31z (5%, rouka 4.4).
Mroeo pedxu. nakraTha anuio3a (nx. 1ouka 4.4).

Hapyienud Ha HepBHaTa cugreMa

Yecmu: napyluenus Ha Bkyca.

CTOMAaIIHO-4PEBHU AP YIIIE] [

Miozo yecmu: CroMaImo-upeBHH HAPYIICITUS, KATO 1'4)(CHIC, HOBPLULAHC, AMapus, abiomunainia bosika u
3aryba Ha anerut. Te3W HEKeHaHW PCAKIMM CC NOMBSBAT HAM-4CCTO B HAYANOTO HA JICUCHHCTO H
OTMMHABAT CIIOHTANHO B TOBCUCTO chydad. |locrereiioro ypeauyasaie Ha Jio3ara MOXKE Chllo Jia
NOA00PH raCTpoO-MHTECTHHAIIHATA 1O ICPATITIIOCT.

Hapywmenuns ua ueptiojipobuara v #orbuia QyrKius
Muo2o pedku: CIMEMUIM CHYHAW HA AHOMAIMH B HCPHOJPOGHWTC M3CICHBAIMS VOIM XCHATHT, KOWTO
MPEMHIABAT CJIC/ [IPCYCTANOBIBAKC HA JICUCHHUCTO ¢ MCTHOPMHUIL.

Hapyumieuust Ha koxara v [1oj1koRHaTa ThKall
Mro20o pedxu: KOXHH PEAKIMH K210 CPHICMA, IPYPHTYC, YPTHKAPHS.

Cpo011aBale Ha N0J103MPANM 1ICHKCIIAIH PCAKILMH
CrobiiaBanero na nojo3upany nesxkeany peakimm ¢Icil paspeliaBalc 2a ynorpeda 1a JICKapcrBeHus
MPOAYKT € BaxKlio. Tosa nospoisiBa jia 1POLIIKKH NMA0JIOUCHACTO 1A CHLOTHOHICHWCTO HOJI3a/pUCK 32
JICKApCTBCHUA MPOAYKT. OT MC/IMITMHCKUTC CHCIHAIIMCTH CC M3MCKBA 14 ChoDINABAT BCAKA 110(031PAHA
lHEHeJIaHa peaKilug upes:

H3IrbauMTeNnia arcui|s 1o jekapereaia
yi. Jlaman 'pyer™ Ne 8

1303 Codmus

Ten.: +359 2 8903417




yebcaiT: www.bda.bg

4.9 Ilpemosupanc

XHIOIIMKEMHA HE ce HabIno/1aBa LopH 1IPH 1030 MCTHOPMUIIOE XHIPOXIIOPHL, JIOCTHTAINH 85 g, BLIIpeKH
U¢ IIPH TAKKMBA OOCTOATCICTRA CC 1105 BABA JIAKTATIIA Al(K, 1034,

3HAYHUTEIIIO Npelo3HpaNe Ha MCTPOPMHIIOBR XHJIPOXJIOPHIL HIIK CHITLTCTRAIIA PUCKOBC MOI'AT JId JIOBC/IAT
20 JIaKTaTHAa alno3a.

JlakraTHaTa atn103a € CICHo CheTOALIME M TPROBA Jia cc JicKyna B 6onmutia. Ha-chekmpnoro leuenne
€ OTCTPAHABARHCTO 114 1AKTaT U MCTHhOPMHE UPC3 XCMO)(HAIH34,

5. GAPMAKOJIOIr'HYHN CBONCTBA

5.1 DapmakoamuaMuUIiiu cBOMCTRA
QapmakoTepancsTiana rpyna: Jlekapeisenm HPOJIYKTH, 1TOHWKABAIIN KpeBHaTa 3axap, Oursannju.
ATC xoun: AI0BAO2

MeT(hOopMHHOR XHAPOXIJIOPH;L ¢ OHI'BAHN)L C AITUXUNCPITTUKCMHYITH CPCKTH, KOHTO HamaisBa dazalinana,
KaKro M NOCTIPAITHANIHETA 1THa3MeHa 1III0Ke34. JICKapCTRCHUMAT 1IPOJIYKT HC CTUMYIIMPa CCKpCnUsTa na
HIICYJIVH, 3aTORA HE HPCUZBHUKBA XHUIOIIMKCMUS.

MexaHu3bM 1A JICUCTRUC
MerhopMuH XHJPOXJIOPH)L MOXKC /12 JICHCTRA 4pC3 TPU MCXaHn3ma;

(1) HaMaIABA 9CPHOAPODIATA LIPO)YKITMS 1A 1IOKO33 Upes UIIXMOUPAIIC 1A CIIOKOIICorCC3aTa U
TIIHKOT€HOJIN3aTa;

(2) B MYCKYJIMTC, Ype3 IIOBHINABAIIM HA HHCYJIIMHOBATA YYBCTBHTCIHOCT, 110,I00psBalCe 1A
NepHPEPHOTO YCBONBAIIE H YCBOABAIIC 1A 1IOKO3A;

(3) 4pe3 3abanane 1a abcopOrusra na 1MNoKo3a B ucpsara.

MeTOOopMUEE CTUMYIIMPA MITTPACIIY.IapHUE CUIITC? HA TJIMKOICH, KATO Bb3JICHCTBA BLPXY ISIHKOICH-
CUHTA3ATA.

MeTgopMHH NOBUIIIARA TPANICLIOPTIIHS KAANMTCT 112 BCHUKH BHJOBC MCMOPANITH NPCHOCHTENN 1A
rmoko3za (GLUT), nasecrim jlocera.

DapMaKoAMHAMHUYHH eheKTH
B kimnn4nd npoyusanms, ynorpefara na MeropMuil €¢ CBLP3BA ChC CTabHIM3MPAlIC HA TCIICCHOTO
TEr7I0 WK ¢ yMepena 3aryba Ha rerio.

[Ipr x0pa, HE3ABHUCHMMO OT JICHCTBUCTO MY BBPXY DIHKCMUNTE, MCTQOPMHIIOR XWIIPOXIOPH)T HMA
Onaronpusatenl cheKr BLPXY Jmnuinng meraboissm. ToBa ¢ 110K432110 B TCPAIICBTHYIIA JI03M B
KOHTPOJIMPAHH, CPCIHOCPOHIM WIIH JILIIIOCPOUITH KAWIUYITM 1IpoyUuBaliksi: MCTHOPMHUIIOE XHIIPOXJIOPH/]
HaMasiaBa obIms XosecTepodt, LLID]. Xoucerepoiia v HUBaTa 112 TPUTIIHICPHIUTC,

Kitniinuna erkacHocT ¥ 6e301acHocT
Hamanaeane na pucka uny 3a6assie paiciniemo na yaxapen ouabem nun 2

{Ipoepama 3a npesenyus na saxapen ouadem (Diabetes Prevention Program (DPP)) ¢ MysrrunenTposo
PaHIOMH3MPAN0 KOHTPOIIMPAHO HPOYYBAHC 1IPH BL3PACTHH, OHCHARAIIO CHUKACHOCTTA 114 3a1104YRAHC A
MHTCH3HBCH HAMKH HA XKHBOT CIIPAMO ynorpedata 11a MeropMUH 3a HPSJIOTEPATHBAHCTO WY 3a0aBS1ICTO
HA PA3BUTHETO HA 3axapCH JUabct thn 2. Kpurepuuie 3a nionoupaiic ca OuiH: BnL3pacy
24 kg/m2 (>22 kg/m2 3a Asuaro-amMcpuKaliim), H HAPYUICHA IIIFOKO3HA TOJICPAIITHO
FAaHo 1tasMena rinokosa 95 -125 me/dl (mim <125 me/dl 3a Amepukano-unj(
TPCTUPAHH WJTH ¢ MHTCHIMBHA LIPOMATIA A HAYMAA HA JKHBOT, MK C JIOZHPOBKA M
W CTAH/IAPTHA 1IPOMAHA 11a HAYHIA HA SKUBOT, MK C1UIancOo ¥ Cran1apria HpoMs
Cpennnre 6azosn cToHHOCTH na naimerrure 8 DPP (1=3,234 3a 2,8 roj(HHKH) ¢a O

afa HAKE i
{ I%kih




ronunu, 106,5+8,3 mg/dl vameperia na viajuto 1asmena nnokosa, 164,6:17,0 me/dl nrasmena zmoxosa
Z 4aca ciej nepopajien rinoKos3cel upuem, 1 34,0467 ke/m2 BMI, Morenzusiiiar nauu Ha )KUBOT, KaKio
W MET(POPMUH, 3HAUHUTCITHO CA HANL IMIIH PHCKDLT OT PA3BHIHCTO 11a SBCH 3axapcH ANabdber, B CPaABICHUC C
manebo, 58% (95% CI48-66%) u 31% (95% Cl17-43%), cLorserio.

HpH NMO-BB3PACTHATC IMALTHCINTA, BIIHHITHCTO HA UITICH3UBHUA HAYHUH lHa XXHUBOT C OMJIO 11O-CHINO OT TOBA
Ha METQOPMHII.

[lalCHTHTE, KOMTO Ca CC NOBJIKUSIIN HANH-CHIEO O ACUCHUCTO ¢ MCThOPMUIT ¢a GUIW 1A BL3pacT 10 45
roanny, ¢ BMI pasno wim naji 35 kg/m?2, Sazonu ¢rolnoctyt ma rinokosa 2 yaca CICH epopalicH HPUCT
9,6-11,0 mmol/1, a 6a308 HbAIC pazuo wim naj 6,0%, mim ¢ ueropus f1a 1recranmolicit maber.

3a MpeJIOTBPATABAICTO Ha S/MH C.1yual 11a siel AMabeT 1pes TPHTS FOJMII 1A 1E0IaTa HOIYJIalkg B
DPP, 6,9 naumenty ca npuchersaliv B rpyliarta BKIHOYBANIA MITTCH3NBCH AYMIT 1A KMBOT 1 13,9 1
rpynara Ha MCTHOPMUH. ‘T'ouKaTa 114 J[OCTHIANE Ha KYMYJaTHEHA HIHICIITHOCT 114 3axapcen juaber or
50% ¢ Oniia 3abapena ¢ OKoJIO TPy 1'OJIMNYU B MCTOPMHIL I'PYHIATA, B CpaBHchue ¢ 11aaledo.

Hunrocpounoro nocnengaiio npoyusane Diabetes Prevention Program Outcomes Study (DPPOS) na
DPP Brmoysa noseuc ot 87% or opurniamara nonynaums na DPP 3a )isarocpoqio 1pociicisane.,

Cpen ywactumuure 8 DPPOS (11--2776), kymyaarueiata Wmjcurioct na zaxapent Jaber 3a 15-ra
rojauna e 62%, 56% B rpynara ua mcerdopmui, 1 55% B rpynara, BOJCINA MIFTCH3HRCIT HAYWIL HA JKUBOT.,
Cpenxo, cityuanre na 3axapen jjuader ca csorserio 7,0, 5,7 u 5,2 cirywas na 100 nanmerro-rojiiy cpe/i
rpynara fa niuanebo, MeTpopMHUH W MIFTCH3KBEH Iavund na xkuBor. Hamapanero na pucka or zaxapein
jmader € Ouio cworserio 18% (croitioctn na pueka (IHR) 0,82, 95% CI10,72-0,93; p - 0,001) 3a rpyiara
Ha merhopmui v 27% (HR 0.73, 95% CI 0.65-0.83; p<0.0001) 3a rpyriara, BOJCIHE HHTCIIBUBCH HAYHII
Ha JKUBOT, B CPABHEHUC C rpynara na wanecbo. Karo kpania rouka 3a 1s10criara MUKpoBacKkyJiapia
HEMPONaTHs, PCTUHONATHS W 1ICBPOLATHA, PCIYIMTATHT 1IC CC ¢ paziuuaBal 3HAMUICINO MCAJLY
TPETHPAHUTC I'PYITH, HO MCHJLY YUACTHUIATC, KOUTO HC ca passdiiv 3axapcen amader, 1o ypemc Ha
DPP/DPPOS, npesanenrrnociia na 15010c10ms MUKpoBackylapent pesyirrar ¢ ouia ¢ 28% 1o-uucka B
CPABHCHHC C YHaCTHMIWMTC, pasiitii 3axapen jMaber (crodnocr na pucka 0.72,95% Cl 0,63-0,83;
p<0,0001). Hama nanuunu rpocnckruBHo-CpasliuTeIim JIalm 3a MerhopMUll U MUKPOBACKYIIAPITNTE
pesynarati np# narmenrun ¢ [G w/unu [IFG w/vwoam nosnimen TbAIC, TlyGunkysaimre puck dakropy 3a
3axaper! inaber T 2 BKITIouBaT: AZMATCKA WK 1BCTIHOKOMXA CTHMHCCKA I'PYLIA, BB3pact najL 40 rojmnm,
JACTIMITH/ICMHH, XHIICPTOHUS, 38 1JI'CTHBANC UM HAJIHIOPMCHO TCHII0, Bh3PACT, HLPBRA CTrelcH Ha haMuiiia
OOPCMCHEHOCT CBC 3axapct JMaber, aHaMie3a ¢ I'CCTallMolet 3axapent JaMber, W HOJHIHACTHYCIH
opapuane cupoMm (PCOS).

Tpadsa na ObaAT B3CTH NPCABH/L HACTOSLIATS 1TAI[HONAIIH PhKOBOJICTIEA 32 JIchHUIIMpalic na upeuvader.,

Harmenty ¢ prcok prck Tpsra 1a Ga1r WieHTHOUIUPAY 9DC3 BAIHIMPAT MCTO/1 33 ONCHKA HAa
puckKa.

Jevenue na zaxapen duabem nitin 2

lpocniekrtasuoro pamjiomusupano upoyusane (UKPDS) ¢ yeTanoRmio rbiarocpouiara 11o:13a ot

MHTCH3HBCH KOHTPOJI BhPXY KP'LBHATA 34XAD HPW BE3PACTHHA NANUCHTH ¢ J(uader Tin 2.

AHaIM3LT HA PE3YIITATHTC 30 HANMCHTITE ¢ HA/(HOPMCLIO TCII0, JICKYRAH C MCTHOPMHIIOR XHIIPOXJIOPH/I

CJIC]L HCYCNCUIHO IIPOBCACHA JIUCTA KATO C/AMIICTBCHA MIPKA, Cd 1IOKA3AJIN: ‘

* 3HAYHTCIHO HAMAJICHHC 1A aDCOIMOTHUN PUCK OT YCIIONKIICHTHS, CBhP3aHU C Ji
METPOPMHUIOBR  XUAPOXJIopH/L (29,8 ciyuan/1000 nanmenr-rojmin) B ¢
nanuenTn camo 1a ancra (43,3 enyyas/ 1000 nanwmen-rojuim), p=0,0023 s
IpHeMallli Cypanmiypeiiy JICKapCTrBCHA HPOJIYKTH W HLICYIIUH, MOIIOTCPA)
naguenr-royunn), p=0,0034:;
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. 3HAYMTCIHO HAMANCHTHC 1A aDCOINOTHHAS PUCK OT CMBPTHOCT, CRBP3alia ¢ JMabera: MCTPOpMUHIIOR
xuapoxstopun, 7,5 cnyuasi/1 000 vanuciri-rojuim, B CpaBHCHYC C HAIMCHTH CaMo na jmera 12,7
cyryqan/ 1000 nammenr-ro;mnm, p=0,017;

. 3HAYMTENHO HAMAJICHUC tHa abCoJnOTHUA pUCK o 001a CMBLPTHOCT: MCTGOPMUHOR XHPOXJIOPH/T
13,5 cnywan/1000 narnmenr-rojmng, B cpasuciue ¢ LalMelrry camo na jmera 20,6 ciryuas/1000
naupent-rogund (p=0,011). u 8 cpaBlcimue ¢ rpyinre, 1ipueManin cyganmiypeiiig JIcKapcTBeIin
NMPO/IYKTH U MHCYITMH, Motorepalius 18,9 ciyuast/ 1000 vanmcire-royiwnm (p=0,021);

. 3HAYUTEITHO HAMAJICHIHC Hd  adcoINoTHMs PpUCK o1 wndapkr 11a Muokapia: merhopmuiion
xyjpoxitopua 11 ciyuas/1000 narmen-rojmnm, B CpaBlclKHe ¢ NAIKMCHTH camMo ta juera 18
cay4as/1000 naipcHr-royminnm (p=0,01).

He ca Habmonasany KIMHHYIN 105K 1P KoMOHIIMpaIe Ha cysbatniypeiiiiv JICKAPCTBCHY CPC/CTBA ¢
METHOPMHIIOB XHAPOXJIOPHL, LIPH.IATAIL KATO BTOPA JIMIIUS 1A JICUCIHC.

KomDunanmsra na MerdbopMuios Xujpoxiiopu)l 1 Micysmn upwn jwmaber tvir 1 ¢ 6una npuiarana na
orpeaeneH OPOA NalMCIITH, HO KiMIMY11aTa HO3A O Ta3K KOMONNAIMA HE ¢ KATCrOPUYHO YCTAIIOBCHA.

5.2 DapMaKOKHICTHYHHU CBOIICTBA

AbcopOiins

Caien nepopaiina j1oza rabierka ¢ v (1,1e 10 0CBOBOKaBalic, abcopduusiTa na MCTQOPMHUE € 3HAUKATCIIHO
3abasena B cpaslicnue ¢ rabiicika ¢ nesabanno ocsoboxsiasane ¢ Trax na 7 wac (18X 3a rabicrka ¢
Hezabaso ocrobOKasalic ¢ 2,5 gaca).

B crabunHo cweTosthue, nojobno ua gopmysaimure ¢ 1¢3a0aBHO  OCBODMKABAHC MAKCHMANIATA
n1asMeta KOHIUCHTPAIUH (Chax) W AUC (Quromrra 1ojt Kpusara) HE ¢ HOBHINABAT HPOHOPIMOHAIIIO 114
NPUAIOKEHATA 11034,

AUC cren ennnmana nicpopasnia upuera Jiosa or 2000 mg na MerhopMUH TABIICTKH ¢ Y)ULIKCIO
ocsoboxkpasane € ¢ rojnobun croiinocry cues npuema na 1000 mg merdopmun Tabnerki ¢ Hezabasio
ocpoboicnaBanc,

Muansuayannara sapuabuinoct na Cuax v AUC 11py Merdopmun 1abiieTky ¢ y)rbipKeno ocsobokiasane
€ CpaBHHMA C Ta3u HPH MCTPOPMHIL TabICTKY ¢ HesabGariio ocoboxk/analic.

Koraro 1abJIeTKUTE ¢ YABLJBKCIHIO OCBOBONKManaie ¢e npueMalr ua 1majHoe, crofuocrure na AUC
namaisigat ¢ 30% (ue ce zacsirar crofinocrure na Coas 1 1 max ).

AbcopbumaTa na merdopmun 1ipH GopMyilaTa ¢ VJUBJIZKCIIO OCRODOMKIARAHC 11C CC HOBJIMIBA OT ChCTana
& XpaHara.

lHe ce Habmonasa narpynsaiic ipu nosrapsig ce upuem 1a jio 2000 mg Mergopmun TablICTKM © yJILIDKCHO
oceoboNc1aBarie.

Pasipeyesncrne

CBBP3BAHETO ¢ IIA3MCHUIC 1POTCHHM C HC3HAYMTCINO. MeThOpMHHOB XWPOXJIOPU/L 1TPOHUKBA B
CpUTpOLMTHTC. [ IUKBT B KPBBTA € 110-1IHCHLK OT [U1A3MCEIMS 1TUK M CC LOSBSBA LPHOIIH3HTCINIO 10 ChITLOTO
BpeMe. HepBeHuTe KPLBHU KICTKH 1aH-BCPOSTHO HPCACTABINBAT BTOPHUCH CIall Ha PA3npe/IclCHC.,
Cpejnsar obem Ha paznpenciicnme (Vy) sBapupa B pamiure na 63-276 1.

MeTtabonnznMm
MeTQOpMHHOB XHAPOXIOPH)L ¢C CKCKpCTHpa lenpoMmciic B ypunara. e ca wienTuduumpanm
META00JINTH TIPH XOpaTA.

Lrumunupailie
buOpeunuaT wiMpbic 11a MerhopmuHos xujipoxiiopu)l ¢ >400 ml/min, 1okazpank
XHJIPOXJIOPHIL CC CIIMMHUIIMPA YPC3 1T1I0MCPYIIHA QUirrpalivs # rydyliapia ceKpe
/1038, KPAHHWAT NOJIYIKHBOT HA CAUMMITMPAIC € UPpHOJIM3uTenio 6 yaca M rojoBum

Koraro 0b0peunara pyuxkims ¢ napyuicna, 6L0peHins T KIMPLIIC ¢C HAMAJIABA 1)
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Ha KpCaTHHHHA H 3aTOBA NOJIYKUBOTET HA CIIMMMIHPAHC C YBLIDKCIL, KOCTO BOJ(MA JIO LOBHIIICHNW HHEa Ha
MET(HOOPMHHOB XHJIPOXIIOPU/] B 10143MaT4.

XapakKTepPUCTHKHM TIPU CHCIMAIIHMA LPYIIM HAHUCHTH

bvbpeyuno yepeorcoane

Hanuinure nannm npu nanuentu ¢ ymepena 6L6peuna HejocTarb9iocT ca OCKbIHE W HE MOXKCE J1d Ce
HAlNpaBX HAJACHIIIA OlIICHKA HA CHCTCMHATA CKCLHIO3WIMS H2 MCTOPMHUTL B Tas3H NoIpylEa B CpasHCHHC ¢
MAUHCHTH ¢ HOpMma/tia OBOpcuna ¢ynkumws. CleuoBarejno, ajanripane na josara rpsabsa ja ce
M3BLPLIBA BB3 OCHORA HA KIIMHUYIY CLODPAXCIIMH 32 cthUKacHOCT / nioltocumocT (Bx. Touka 4.2).

5.3 Ilpeaknuunynu ganny 3a Ge301acHoct

Hekimnvuinre Jartn  He  noxassar ocodei PUCK 34 XOpa ld Oazara na KOIHBCIHHINOHA AN TC
d]ﬂpMﬂKOJ[OI'H‘{HH iIpAOvYBaling 34 ﬁﬂ:i(]]lﬂﬂilﬁﬂ'l', TOKCHYHNOCT 1IPpH MIIOTOKpAaTHO  lpWilaratic,
N’CHOTOKCHYHOCT, KAPIHHOI'CHCH HOTCHIHAI, PCIPOAYKTHBIIEA TOKCHYHOCT W TOKCHYNOCT 34 PAa3BHTHCTO.

6. OAPMAIEBTHYHU JIAIIIA

6.1 CuHHCBK B2 HOMOIHNTE BCIICCTBA

CreapHHoBa KUceIuna
lllennak

[ losyion (K-30)
Kosionaen 6¢3Bo/ic1t CHIMUIMCE [ (HOKCH)L
Marnesuer creapar
XHIpoOMeNno3a
XHAPOKCUITPOTIHIILICIYIIO3A
Hzouponuios ankoxon
Turanos quokcena (E171)
Makporos 6000
Honuerunenrimkon

Tank

6.2 HeenBmecrumoctu

Hempuiioxnmo.

6.3 Cpox ua rvoanocr

3 roavu,

6.4 Cuennainmn yeaosus na cnxpanenue

To3u niekapeTBen OPONYKT NE M3UCKBA CLICIMAJITIM YCIIOBHS 11 CHXPAHCITHC.
6.5 Bnjau ceibpkanne na ouakonkara

Merhokon XR 500 mg: A/PVC/PVDC Gimcrep x 60 tabiicikn m 6yrunxa or 1IDEE

Merdokon XR 750 mg: AI/PVC/PVDC Gaucrep x 60 Tabiucrkn Tabie k.
Merdokon XR 1000 mg: AVPVC/PVIC 6nucrep x 60 rabiicrkn tabneriu.

Tabnierkute ca onaxonaun B 1po3paunu Guucrepn or PVC/PVAC/Anym

[ ]



3a TabiieTkn ot HDPE ¢ 6s1i1a xauauka 11a sunr or PP ¢ne 3amyren 1pLCrel.
6.6 Cuenmannn NpeNAIHE MCPKN UPH H3XBLPJISHE B padora

Hsima cnieumaiHu M3HCKBaHNS.

7. IIPUTEXATEJ HA PASBPEHIEHHAETO 3A YIIOTPEBA

OAPMAKOHC AJ{
Oy ,[leiio K. Ssopos* Ne 44, cr. |

Codun 1164
buirapus

8. HOMEP(A) HA PABPEITEHHUETO 3A YITIOTPEBA
Metgoron XR 500 mg: Per.Ne

Mergoxon XR 750 mg: Per.Ne

Merdoron XR 1000 me: Per.Ne

9. JAATA HA II'bPBO PA3PEINABAWE/ITO/UTOBSIBAIIE ITA PASPEIIEHHWETO 3A
YIIOTPEBA

Jara 11a nepBo pazpcnasatc:
Jlara na nocicHo 10 NI0BIBAIC:

10. JATA HA AKTYAJIUBHUPAHE HTA TEKCTA

01/2024

12



