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Jlee. 22016 rost B rp. JloGpuu. na ocnosame w41 o1 3akoua
OOMICCTBENHTC  HOPHUKKA.  CHIC/L HPOBCAJIAC  Ha  OOINCCTBCHA  1HOPLUKA ¢ TIPC/IMCT:
Hepuosiuna jocraska Ha JICKaperBen UpojiykTH. perucrpupana B8 POIT o No 00083-2016-
0004, cc CrIoUIt HACTOSIIUSAT JIOTOBOP MCIKILY:

"THPTOBCKA JIMPA-HATTMOHAJIEH AHNTEYEH  TIEHTBP"  AJL cne
ceamme B orp. Codma 11720 agpee va yupasienue: Oyir. 1. M. Jlumurpos™ 1. UK
030276307, npecrasassano or Taksop boxoc boxocsn v Toun Monkor Bekos. sacuio i
HOOTICIINO, KaTO HW3IBIHUTCI 110 JI0T0BOP 3a 00niccrBelta nophiuka, vapuuan 11POJIABAY

M

"MHOTOHPO®UITHA BOJIHWIIA 3A AKTUBIIO JIEHEHWLE - JIOBPHUU" AJL
rp. JloOpuy. cne cenanmine v ajpee va ynpagicenue: rp. JloOpuu, yiu. “lanaiior Xuros” No
240 rea. 0587 600 160, daxe: 058/600 414, c-mail: oblbiwbergon.net. BUK 124141300,
ipeerasisisano o1 JI-p Tpudon Baaumupon VI()pJ[&HOB Msusimrenient Jlnpextop na
JApyeersoto. tapruana KYHYBAU.

CrpanmTe ¢e CropasyMsixa 3a clc/HoTo:
HPEJIMET HA JIOTOBOPA U HEHA

Haen 1.(1) - Tlpojasaubt uposiasa ma KyllyBaua JCKapeTBCHHTC  UPOYKTH.
ouncany B upiiokenne No 1. za Konro ¢ nojast oepra B OTKpHTATA HPOIE/LYPA 38 BL3Iarane
Ha OOHICCTBCHA HOPBUKA.

(2) TlenoBuIe Npe/uIoKeHus Ba HPOIABAUL. HOCOUCHU B HPHAOKCHUCTO 110
HPCINO/HATA (WHTHCSL Ca HEPAs, [CIHA HacT OT HACTOSUIMSL  TOIOBOP.

(3) Hpornosuara cTOHHOCT Ha IOCTABKATA. 1TOCOUCHH B OKYMCHTAIMSTY 34
OOIICCTRCHA HOPHURA HC HOPAKAT 3 THIKCHHC 38 KVIVBAYA 1a TH 3aKYHH B H0COUCHHY
00CA.

CPOKOBIL M HAYUYMIT HA TUIATIALL:

Hoen 20 CpoxbT Ba Hactosiinys 1oroBop ¢ 12 (C1sana;iecer) Mecei@a o1 arata ta
HOUTHCBANCTO NIV M IO CH3ABAHCTO 1A YCJI0BHA 32 JTOCTABKA CIC T HPOBCAK, TAHCTO i
HCHTPATHHPAUI - CACKTPOHI  Thproe.  JIOrOBOPLT PO th.kasa  JICHCTBHCTO ¢ [0
CRIBOUBANCTO 1L TOTOBOP € UIPYT H3UBIIHTC CHC T HPOBCA TS Hd 0OHICCTRCHA HOPLUKA.

Hoicn 3. Hocouennre B il | CkapeTBeny HPOYKTH HIC Ob1QT J0CTaBAIH O
HPOJIABATIA HA RANTIVBAMA B CPOK 07 23 (JIBAICCCT H TPH) 1aca 10,1 3asiBIBAICTO WM.

Yoo 4 Jsiokuvara pa npoaBatia cvMa 1o Beakd O 1CAHA JIOCTABKA [1C (b 10
IIATCHE O RKYHYBAYA 1O OAHKOBATA CMCTKA HA HPO/IaBatda B cpok 10 60 (1mectecet)
RATCHTAPHI L CIICT M3/ BAHCTO Ha PAKTYPA OT HPO, 1aBda.

o 50 CporsT Ha FoHOCT HA TOCTABCHHTC JICKAPCTBCIH HPOJYKTH TPSIOBA 1o ¢
HC HO-KpAThbR o1 00 Yo (IIeCT, [eeceT HPOICHTA) 0T 0O CPOK HA TOTHOCT KLM MOMCHTA 1
JlocTaBrarta.

MSTCTO HA MBUTBJIHEHAE WM HPEMMWNABATLE HA COBCTBEHOCTT A
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Hacr 6. 34 MAcTo na JlocTaBsne 1ma JICKApCTRCIUTE IPOJAYKTH CC OHPLIC!is
“MbAL-Jlo0pna™ AJLrp. JloOpuu. v “Hanadior Xuros™ No 24, 3peno L bosmuuio anreka’,

Hoen 7. CoOCTBCHOCTTA BHPXY JOCTABSIHUTC JCKAPCTRCIN HPOJIYKTH M PUCKLT OT
IBIHOTO  HIN HACTHHHOTO MM [IOIMBAHE [IPEMHHABY BLPXY KYHVBAUA OT MOMCHTUL 1
HPUCMALCTO 1N Ha MSICTOTO 1A JIOCTABSHIC ¢ HPUCMO-UPC/IABATCICH TIPOTOKON WM [ (PVI
PABHO3HAUCH JIOKYMCHT,

LIPABA U 3AJIBIDKETNAS HA TIPOJIABAUA

Hacr 8.(1). Hpoaasaubt ¢ jurbiken Jla Brece B kacata ua HpoJdaBaua napuuia
rapatims 3a H3IbIHCHHe B pasmep Ha 61,71 lieBa. npeicrasisBaiim 3 (rpu) nponera ot
CTOHHOCTTA U, (0TOBOPA WM J1a 1IPSJICTaBh DAHKOBA FAPAHILMS 30 ChIlaTa CyMa.

(2). B caynanre. Koraro rapasimsaTa 3a u3innIHCHHC ¢e upe/ictans 1ol Gopamara
i OAHKOBA Tapawiiis, chiara TpsdBa J1a ¢ Che CPOK Ha BAIWUIOCT HE HO-KPaThK o1 13
(TPHHAICCCT) MCCCIA OT J1aTaTa Ha CKIIOUBAHCTO 11d JI0I0BOPA.

(3). Hapuupara  rapasimst 1o aadiest 1 o0osneuaBa M3ILIHCHNCTO 1A
38/UbKCHHCTO 1A TIPOJIABAYA M CHIYIKH KaTO 00C3HICTCHHUS 34 BPCJMTE OT HCH3UBLIHCHHCTO.
0C3 J1a € HYKIO 1C /1A CC JIOKA3BAT.

(3) [apuunara rapannms no an 1 oce oesoGougiasa o1 KyllyBaua  ¢ic/|
HPHKIOMBAHC 1O HA JIOTOBOPA. OCBCH B CAYHAHTE. KOIQTO IapaiiHsITa MK UacT OT HES HE CC
H3H0JI3BA 32 3all IANIAIC Ha HCYCTOUKH 10 J10ToBOpA.

Hocn 9. THpojaBaubT ¢ JUILAKCH Jla JAOCTABS JICKAPCTRCHM HPOJYKTH. KOUTO MMAT
PA3PCIICHUC 3it YHOTPCOA WM YJIOCTOBCPEHHUE 34 PCTHCTPAILMS HA JICKAPCTBCHE HPOJYETH 110
w230 a1 oor 3JHIXM 1 orroBapsit Ha M3MCKBAHUSTA 3a KAUCCTRO. OC301ACHOCT W
curacnocet no 3JTXM:

Hoen T0. Tlenara na jiekapersenure HPOYKTH 1psOBa 1 OTTOBAPS HA CACIUINTC
H3HCKBAHUSL

Lo Hpeiaranara nena na JCKapeTBCHUTC 1HPOYKTH. KOMTO ¢a BKIOUCHH B
Hosuwrusius Jekaperben CHMCHLK H 3l Iamany ¢ nyO:muiy ¢peeTha. Jla HE ¢ HO-BHCOKA O
peryipanata icna no lpiaoxkenne No 2 o1 TUIC, nocoucna B kogona M (cToiinoct ua
OHAKOBRAL MM ICHA Ha Oa3a pedepentia cTORHOCT 30 e Hinpaiara Juesna /103a),

2. Hperuiaranara nena Ha JICKapeTBCHUTC HPOIN KTH. W3BLI TC3K 110 F. 1001, a1
¢ HO-BHCOKY 01 Hpeieiara (MakCHMa naTa PO, KUKHA  (eHa tHa J[pedno). 1HocoucHa B
Pernernbpa ia MaRCHMQ TN IS TPOTAZKIT TICHH 11 JICKAPCTBCIITC HPOVKTH. OTHYCKANH 003
JCKAPCRO UPC UIHCAIIC 1 MAKCHMATIHTC HPOJIAAKHH 1ICBH Ba JICKAPCTRCHUTC HPOIVKTH.
OTHYCKATH 1O JCKAPCKO 1peHeanie (Peruetbp ma Hpe; e e e ).

Hacnw T Bcayuanre. KOraro nposaBatbT JJOCTaBs JACKapCTBCHH  HPOSVK 1.
Ch ULPARAULT HAPROTIHUHE BCIICCTBA. TC3H JICKAPCTRCHH HPOYKTH TPSOBA [la OTTOBAPST 11
I3HCKBaHHsTa Ha wi. 68 o1 3KHBIIL

Hoacn 120 HposapausT ¢ JCIbKeH 1a M3 11¢ B ¢pok PakTypa 3a JLOCTABCHITY
JACKAPCTBCHI HPO/IVKTH,

HPABA W 3AJUBJOKETMSA HA KVITYBAUA

Yoo 15.01). KynyBaubT vMa HPABO 14 HPOBCPABA KOIMUCCTBOTO HA BCSIKA
OLICII JIOCTIBRAL KATO 1P YCTAHOBABAHC 1A HCCHOTBCTCTBHC € JUIBKCH 10 YBCTOMM
HPO@aBaia B ¢pok o1 24 vaca.
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(20, llpu ycranopsiBaHe Ha HCCHLOTBCTCTBUC B KAUCCTBOTO HA  1OCTABCIHHTC
JCKAPC IBCIHM LPOJIYKTH KYHYBAULT € JUILACH Jld YBC/JIOMH LIPo/laBaya B cpok o1 24 vaca.

(30 HeChbOTBEICTBICTO  Ha KOJMMUCCTBOTO M KAUCCTBOTO  CC VCTAHOBABA ¢
HPOTOKOA, CLUTARBEH 0T KOMHCHS. ChCTABCHA OT MIBKIOCTHHTC JIHIA HA KYIYBAYa.

(4. B cayuaid, ue npojiaBaub1 B Cpok J10 24 yaca ¢l YBSIOMABAHETO 110 il |
M/ 2 OCHOPH HTUCMETIO HEChOTBETCTRACTO 1 KAYCCTBOTO. TOH MOKC J1a MCKa 1TPOBCPKATa
MY OT VINBHIGMOITICHA JiabopaTopus.

Yaen 140 KynysausT ¢ JUIBKCH jld 3al1aTh VIOBOPCHATA 1ICHA B Pa3Mepa. 110
HAUMHA M B CPOKLL. ONPC/JACICHH B HACTOSIIHSA JIOTOBOP.

Hocn 150 KynyBaubT MOkKe Jla PA3BLIM JIOTOBOPA, ako B pe3ylmar ua
00CTOATEICTRU. Bh3HUKHAIM CIe/1 CKIOUBAHETO MY, HC € B ChCTOSHNC /1A W3IBIHIH CBOHTC
3, UhJDKCHHSI,

HEYCTOUKA

Hacr 16.(1). Tlpu 3abasa na jloctaska o1 ¢rpata na npoj@asaia ¢ 1mopee or 24
(IBTeCCT W UCTHPH) Yaca. KyIyBaUbT UMa npaBo J1a 3abpan 1 (csmi) % or rapaimmsra 3a
M3IILIIHCHUAC N 3adaBeuarta qocraBka 3a seeky 24 vaca 3abasa.

(2). lpu ycranossBaHe Ha HECHLOTBCTCTBUC B KOJIHUCCTBOTO. [POJABAULT ¢
AUMBKCH 1A JLOCTABH JIMHICBALIIOTO KOJIHYCCTBO HPH CHC/BAHIATA JIOCTABKA, a IPH HOMCKRAIC
OT CTPpaHa 1a KYIYBata B cpok o1 24 uaca. Hpu HCU3IUBIHICHHC HA TOBA 3QIbIGKCHHC
KYHYBAYBT  HMu 1paBo  J@a s3aiabpku 5 (uer) %  oT rapabims  3a  M3DLIICHMC  Hd
HCCHOTBCTCTBULIATA [TO KOJIUYECTRA JIOCTABKA.

(3). Hpu ycranosssane na HeChOTBCTCTBUC B KAUCCTBOTO. HPOJABAULT ¢ [UIHIKCH
I CLIOCTABH JICKAPCTBCHI TTPOJIYKTH € YIOBOPCHOTO KAUCCTBO HPH ClC/BANATA TOCTABKA.
IPH TIOMCKBAIC OT Crpana Ha Kynysaua B cpok or 24 waca. lpu nemsiusinenue na rosa
BQTBDKCHUC KNITYBAYBT HMA NIPABO 1@ 3a/bpokH S (1) % oT rapanius 3a Wi3lrbiicHHE 1a
HCCHOTBCTCTBALIATA 1O KAaUCCTRO JIOCTABKA.

(-h). B cayuanre 1o angnen 2 130 aKko NpoJIaBaubT HE JIOCTABU JIOTOBOPCHOTO B
CPOK. KNHYBAU L1 HMA NPABO 1@ 3aKY 11 HCOONOIMMHTE MY JICKAPCTBCHY HPOJAYKTH 0T APy
JOCTABUYMK. KUTO PA3IUKATA MCACLY HCHATA O JIOTOBOPA M ICHCTBUTCINO 3alLIaTCHATA TICHA ¢
30 CMETKA HA HPOIABAYA U CC YV IhPIKA OT CACBAIOTO [Ib.IAKHMO THIAIANIC WIlW OT apaiims i
33 H3UBIIHCHHC,

Hoen 17.01). Tpu oTka3 na npojaBada (@ lOCTaBH 3aIBCHUTC MY ICKapCTBCH
HPOJNKTH HI HPH 3a0aBa HOBCHC O 7 (CCICM) JIHH. ocBeH neveToikara o it 160 a1 1.
KVIVBAYB T HN G HPABO (@ 34 TLPAH ¢ LIoRpaTio 10 (creeet) Yo o1 rapaiista 3a H3b HCHHC
HA CHOTBCTHA L TOCTABKA 30 BCCKH CIYHAH Ha OTKa3 WM 3a0aBa H 718 3aKVITH HCOONO THMITC
MY CICKAPCTBCHI TPOAYKTH OT JIPYT TOCTABUHK,

(2). B eavuan e 1o npeixoiHaTa AMHes PasIMKaTa MCAK Y 1ICHaTa 110 1010Bopa
HOCHCTBHTC IO 3AILTATCHATA HICHA € 30 CMCTKA Ha PO BAYA 10 H3THUALCTO 1A CPOKA Ha
JACHCTBHC 1A L 10r0BOPA HAH 10 CKITOUBAHCTO HA HOB JIOFOBOP 38 OOHICCTBCHA HOPHUKL ¢
CHITHS HPC, MU

(3) OTRa3hT 1o a’l. 1 e VIOCTOBEPsBa HHCMCHO OT HPO/IaBaud. a B Ciayuanie.
KOIATO TIOCIC AT HC H3UPATH THMCMO 32 OTKAQ3. CBHIHAT CC P/ UI0Iara. ako ¢ H3TCKb1 7-
JIHEBHUS CPOK OF MOMCHTA HA 3a0aBara.
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Haen 18.(1) Tpu jlocraBka Ha JICKAPCTBCHH 1IPOJYKTH, CPOKHT Ha FOAHOCT 1
ROHTO ¢ HO-KPATHK 0T CPOKA HA Wl S, M3IBLIHUTCHST JILIUKH 1A BL3IOKHICS HCYCTONKA B
pa3sMep. KakTo ¢.1¢)1Ba:

I Jipn foctaBka ehe cpok Ha rojutoct o1 59.99 j10 50 % o1 odmus cpok ta
ro/HoctT 5 %0 (HeT HpoucHTa) BLPXY CrORHOCTTA HA [OCTABKATA;

2. 1IpH JIOCTABKA Che CPOK HA TOJIHOCT 0T 49.99 j10 40 % o1 oblwms cpok i
rooct 106 (lecet HpoteHTa) BhpXY CrofHoCTra na J(0CTaBKara;

3. 0P I0CTABKA ChC CPOK Ha TOHOCT o1 39.99 110 30 % o1 o0wms CPOK 1
ro.uoct 30 Yo (TPUICCCT HPONCHTA) BHPXY CTORIOCTTA Ha JI0CTaBKATA;

4. 1pn JlocTasKa ¢he Cpok Ha roanHoct o1 29.99 jo 20 % o1 obnus cpok 1a
ro/moct 60 Yo (HecieceT upolenTa) BbpXy CTOHHOCTTA Ha JIOCTaBKATA;

5. HPU JIOCTABKA Che CPOK Ha FO;OCT 10,1 20 % o1 001ms cpok 1a rouioct 90
% (CICBCTICCCT HPOICHTA) BHPXY CTOMHOCTTA HA JI0CTABKATA.

(2y. JlocTaBKara na JACkapeTBEH MPOIYKT Che CPOK T FOUIOCT MO-KPaThK o1 40 %
OT OOHLHSL CPOK 1A FOJIHOCT € MIBBPIIEA CAMO I, MOTHBHPAIIO PCHICHHUE HA PhKOBOUATCIS
Ha  KYHYBAYd 3d  KOHKPCTHOTO  KOJMUECTBO. be3  M3PHUHOTO  1TUCMCHO  ChIVIACHC  HA
PHROBOJIMTCIIS 1 KYITY BAYA JICKAPCTBCHUTC TIPOJLYKTH HE CC 3alLIAIIAT Ha PO, laBadi.

e 190 KynyBaubt uma npaso J1a Mcka 00C3IICTCHHC B IIbJICH pasmep na
BPCJMTC, KOMTO C TTPCTHPISIL B PE3Y.ITaT Ha 3adapeHara U iin HeKauecTBeHaTa JIOCTaBKa.

20, 1lpu 3abasa na 1UIAINAHC OT CTpana Ha KyNyBaua, HOCIC/HUST ILIKH 1a
HPO/IaBAIa HCNC TORKA. B PA3MEp HA 3aK0OHHATA JIMXBA.

HPEKPATIABAHIE HA JIOTOBOPA

Hoaen 21 JIoroBopbT ce upekparssa:

¢ u3THIane Ha Ccpoxa, 3a KOHTO ¢ CKIOUCH. OCBCH B CAYUAWTC 10 Wi 2. u3.
RTOPO:

20 HPH CBRABANCTO A VCHOBHS  3a JIOCTABKA  CACL  HPOBCHKIANCTO 1
HCHTPATHZHPAI CICKTPOHHH THPIOBC. .

3. HPH CHCTCMIO HCH3IBITICHUC Ha TOCTABKITC HA JICKAPCTBCHU PO IVKTH 110
KOJIHYCCTBO HOLTH KAQuCCTBO OT CTpana Ha 1po;aBada. 1o/ CUCTeMBO HCHBITBLIHCHMS ¢o
PA3OHPA TAKOBU. H3BLPHICHO JIBA HIM HOBCUC IHTH B PANKHTC 1A C/H KAICH, TapelT MCCel L.
HUH HOBCUC O IPH HBTH B PAMKHTC HA CPOKA HA JL0I0BOPAL

4001 KYUYBAUA. AKO B PC3VATAT  HA OOCTOSTCACTRA.  BH3HHKILIH  CIC, |
CKIOUBAHCTO MY . HE ¢ B ChCTOSIHUE (1A M3ITBIHH CBOHTC 30, (b IKCHHSL.

JIPYT U YCITOBMS

Horere 22.01) Crpanire 10 101oBopa He MOFaT [ 10 U3MCHSIT. OCBCH B CVaal e,
HnpesueH i 3011

(1) B cayuaii. ue o Bpeste na JeHCTBHC Ha JIOTOBOPA. CTOHNOCTT 1A 10CTaBsil
ACKAPCTRCH HPOLIVRT. OHPEICICHD 1o pe/ta Ha Hape 1dara sa peryimpane v pernerpupatie na
HCHHTC Ha JICKAPCTBCHITC HPOIVKTH. YCIIOBHSATA, UPABUIIATA H KPUTCPHHTC 34 BKIIOUBALIC.
HPOMCHH WAL H3KITOUBAHC HA JCKAPCTBCHH 1IPOJIYKTH OT HOZHTHBHHSL JICKAPCTRCH CHHCDK
HOMCIOBHATA 1 Pela 3 padoTa Ba KOMHCHATA 110 HCHH W PCHMOYPCHPALC KW 10 peia 1
APYT HOPMATH SCH QKT CTAHC HO-HHCKA OT JIOTOBOPCHATA. Ky HYBATHLT 3a101a114 JICKApCTBCHH
HPOJYKT 11O 1HO-HHCKATA 1ICHAL OT J[ATa1a Ha BAM3ANCTO B CHIA 1 peticnueto ta KosieHsira
MO HCHH W PCHMOYPCHPANC WITH HA JIPYT PCEYIIATOPCH Oprait.
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Hoicn 23, Crpannre 1o JAOTOBOPA ITC PCIIABAT BL3NMHKHAIUTC 110 WL IHCHICTO
CHOPOBE 11O BLIMMHO CHITIACUC, d AKO TOBA ¢ HCBBIMOKIO 110 pesa na F'HK 1npese posioso
ROMIICTCHTHMS CbL B 1p. JI0Opuu.

Hoer 24, 3a Bewuky neypeienn no Hacross JOTOBOP BLUPOCH TIC €C NpUITaraT
pasnopesdure na 3011 33)1, 13 u uapyrure orHocHMK HOPMATHBRUN AKTORC.

Haens 25.(1). 3a Basmjian agpecn 3a [IPHCMAIIC HA CHOOIICHHS, CBLP3IUHH ¢
HACTOSINA JIOTOBOP CC CMSTAT QPCCHTE, ITOCOUYCHH B HAYAIOTO 11a JIOTOBOPA.

(2). Hpwu npomsina va jauHure 10 MPEAXOJHATA IUICS, CHOTBCTHATA CTpana ¢
ATBARIE I YBC WOMH JIPYIaTa B TPUIHCBCH CPOK OT HPOMSIHATA.

Hpu cherassgue Ba HacTosumsT 101roBop ce MPCACTABMXA CIC/ IHNTC JIOKYMCITTH:
SILITCOKUO HAPCKLag:

“YLOCTOBEPCHUC OT ATCHIMS 11O BIIMCBAHUSITA:

"V IOCTOBCPCHHA 3a Jnica ua s3ajielikeHus ot HATT u o8mmna:

~CBH/ICTCIICTRA 34 ChJIMMOCT,

”LIC'H)SHHHFI'I' JAOTOBOP €C¢ CbCTABM B pH C,’lll()()()p‘d'%]ll/l CK3CMILIIPA. C UM 3
Hpo/JlaBaia v | (13a 3a KyIryBaya.

] —

"
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HPOJIABAR: /W\ KYIYBAY:



I PIOBCKA NTA- HALMOHANEH ANTEYEH HEHTBP- NPUNOXXEHWE Ne 1

Obocobena nosnymsa Ne 1

b COODA R \ulsartan Co-Valstor 1o0me ¢ 12 3mg film - Haiiwadapaa i 5.3
“hdrochlorothiazide  [coated tablets s 30

122 1C03DA 01 Sprronolactone Spironolacton - Tehaikapharma tabl. Maiikadapaia 11000 2.40
film 25 mg x 30

153 AURIIQIR] Lansoprazole FanzAcid 30 mg gastro-resistant LHalikagapaa 2000 5.96
capsules. hard x 30 Brcorkokauccinemie

sekapersa”AJ|

181 BOITAC 6 Aeetvisalievtic acid Apiri gastro-resistant tablets 100 me x| Yaiikadapaa 3600 1.59
30

84 BOTAC 4 Cloprdogrel Plagulx film-coated tablets 75 mg x Maitkadapaa 2260 473
30

248 AOAD O] Insulin Human HUMULIN M3 suspinj. 100 [0Sl - |17 Lilly Nederland 3.V 10 6.9]
3ml

230 ATOALE (04 losulin glargine Abasaglar. solution for mjection. SRy Nederland BV 100 16.03
FOOTE/mE 3 X L0 (NS cartridec)

254 ATOAB 04 Insulin Lispro Hlumalog solution for infection 100 LB Lilly Nederland BV 2 11.24
IU/ml -3 mil x10

BRN VTOAD 04 Insalin Lispro Flumalog Mix 25 suspention for SEU TN Nederland By 2 18.17
injection 100 16/ml - 3 ml <10

257 ATORIB 09 Gliclazide DIAB MR modified- release tablets CHadikagapaia 20 4.97
30mg x 60

238 ATOBR 12 Cilimepiride GLIPER tablet 1 mg x 30 Maiikadapaa 10 0.841

2000 TATOBA 2 Metformin METFORMIN-TCHAIKAPHARMA Haidikadapya 50 30

hivdrochloride fitm coated tablet 830 me x 30
,// /\/?\
—
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Hpunoscenue No 7 — 3a0vIcCUmenen obpaszey
Ilocmasa ce ¢ naux Mo 2 no ecaxa om obocobenume n
nooasa oghepma

TEXHUYECKO HPEJVIOKEHUE
3A U3ITBJIHEHUE HA IMOPBYKATA

ITo O6ocoGena nmosunus Ne 1
(nocousa ce 060cobenama nosuwun 3a koamo yuacmuuxum npeocmaes
ohepma)

IIo HOMeHK1aTypu Ne 27, 31, 36, 82, 83, 85, 86, 91, 94, 95, 96, 99, 102, 106,
111, 114, 116, 117, 122, 129, 155, 181, 182, 184, 217, 246, 247, 248, 250, 254, 255, 257, 258,
260, 290, 292, 294, 295, 296, 297, 303, 304, 308, 313, 316, 326;

(nocousam ce HOMeHKnamypume om o6ocobenamq nozuuua 3a kosamo
JHACMHUKY M npedcmaen ohepma)

oanucanusr Hnana 3IpaBkoBa 3anosnas, EI'H 7104206676, B KadecTBOTO cu
Ha [IBnHOMOmHUK Ha Msnenuurennug AMpekTop u Ilpenacenaren na YupaButennus cper
(usnucea ce onvoicHocmma)  wa » I'bproscka Jlura Hauwnonanen Anreyey Lentep” ALl
(usnucea ce umemo nq ydaacmuura), cve cemanumme: rp. Codus, k. 1172, 6ya.
[ .M. OuMuTpos” No 1, agpec na yupasicuue rp. Codus, m.x. 1172, 6yn. »1 M. lumurpos™
Ne 1, EMK 030276307, YHaCTHHK B OTKpwuTa lipoLienypa 3a Bb3narane ua obulecTBena

ITIPENJIATAM CJIETHUTE YCJIOBUS:

1. Cpox Ha AOCTaBKa, HO He mo-romsm or 24 (oBagecer u HYETHPHU) 4Yaca or
MOMCHTA Ha 3asIBABAHETO OT CTpaua Ha BB3JIOKUTES

23 (nBagecer u TpH) yaca.

2. Cpok Ha BamumHOCT Ha odeprara, HO He HO-KpaThK 0T 120 (cTo 1 ABanecer)
KalCHAAPHH IHK OT KpaiiHus cpok 3a TIoJlydaBane Ha opeprHTe.

120 (cro n ABAICCET) KaTCHAAPHH JIHH,

(Cpoxom 3a eanuonocm ng opepmama e 8pememo, npes koemo yuacmuuyume é<
006vP3aHY € Yenosuama ng npedcmasenume om msx opepmu.)

3. Cpok Ha ronHocT Ha AOCTABIHUTE JIGKAPCTBEHU UPOAYKTH, HO HEe MO-MaybK o
60 % (uectmecer NpoLenTa) OT 06w cpok Ha TOHOCT KbM MOMEHTA Ha 1OCTABKaTa:

60 (uecraecer) NIPOLIEHTA.

4, HEKIIAPUPAM, ye AOCTaBAHUTE JIEKAPCTBEHN [IPOAYKTH;

4.1. umar paspemenue 3a yrnorpeba umn YHOCTOBEpEHHE 3a peructpaums na
JICKAPCTBEHH IPOAYKTH 10 ui. 23, an. 1 oT 3JITXM;

4.2. orrosapst na M3NCKBAHUATA 3a KauecTBO, GesomacHocr U ebuxacHocr 1o
3JITIXM;

4.3. chabpxamiy HapKOTHYHHM BelecTga, OTTOBAPAT HA M3HUCKBAHHATA Ha il 68
ot 3KHBIT.

S. HEKJIAPHUPAM, ye:
5.1. HeoOXomUMuUTE KOJIMYEeCTRa Je
CPOK Ha 10roBopa 3a ofuiecTsena IIOPBYKA.




%

5.2, Ipu u3THYaHEe Hg CpOKa Ha paspeluenuero 3a ynotpeba/ynocrosepennero 3a
PCTHCTpanus unu upu npekparssanero M, 32 JISKAPCTBEH MPOAYKT, JOCTABSH [0 J0roBopa,
CBIMAT e Obe 0CTaBsSH 10 U3THYAHE CPOKa Ha 0TOBOpA, HO He TIOBCYE OT eaHa roauHa,
CYHTAHO OT pdarara Ha HU3THUYAHETO, CBOTBETHO Ha TIPEKPATABAHETO, ¢ W3KINOYeHHe Ha
CIYHauTe, KOraTo NpHYHHUTE 33 TIPEKPaTIABAHETO ca CBBpP3aHH C Oe3omacHocTTa Ha
JIEKapCTBEHU A IIPOAYKT,

6. I{EKHAPI/IPAM, ye:

6.1. npennaranata uena ua JICKAPCTBCHUTE NIPOLYKTH, KOHTO cg BKIIIOYEHH B
[lozutuBHus JICKAPCTBEH CNUCHK M 3aILTalaHy ¢ yOHYHu CPCACTBA, HE € 10-BHCOKA OT
PEryiupanata uena no lpunoxenue No 2 or T UIC, nmocouena B xonona M (cToiiHocT ma
OITaKOBKa, U3YHCIIEHA Ha 6a3a pedeperTra cTolHOCT 32 IedbuHUpanara 1HeBHA 7103a).

6.2. mpeiiaranara nena ua JICKAPCTBEHUTE TNPOAYKTH, M3BBH T€3H, KOHUTO ca

TPCANHCAHNE U MaKCHMATHUTE TIPOIasKHM lICBA Ha JICKAPCTBEHUTE MPOIYKTH, OTIIYCKaHU 1O
JICKapCcKo npeanucanue.

Aorosopa 6e3 J1JIC.

AKO rapaunusra 3a M3IILJIHeHHE ¢ 1oa opmata Ha 6aHkopa FapaHIus, cLIilacey
CBM CBINATA J1a € CBC CPOK HA BATHIHOCT HC Mo-kparek o1 30 IHU cren u3THyame CpoKa Ha
Aorosopa. B ciyyait, ye Usnbnaurenst © NIpeacTasu OaHKoBa rapaHius, ChIlaTa clieasa ja
e Oe3ycrosHna, HEOTMCHHUMa, C Bb3MOXKHOCT /13 ce YCBOH M3LSJIO WM HA YacTy,

Corimacen copm Tapannuara na Opie ocBoGoxmena CICH TIPUKIIOYBAHETO H3
H3IBIIHEHHETO Ha JOroBopa.

8. B cnyuait, ye 6b1a OIIPCICNCH 3a U3MBJIHUTEI Ha TIOPbYKATA, Ce 3aab/KaBaM,
IIPH TIOANHCBAHETO Ha AIOTOBOPA 33 OOLIECTBEHA NOPBUKA-HITES JIOKYMEHTH OT

CbOTBETHUTE KOMIIETEHTHHU OPraHu 3a ynocToBepsBpane %HCTBaTa O 1,
47, an. 1 ot 3011,

N 8y
A S A
“»,-.\r;_gw ) ‘S/j-‘/
Huana 3xparkosa 3anosnas, [e1HOMOMmMEKK Ha Wsrssipreiius JUPEKTOp U
[Ipencenaren na YnpaButennus chper
(uMe, GalnHo u bamuus, JUTBXXHOCT)




