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3A I[OCTABKA HA JIEKAPCTBEHI/I IIPO ?
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,,“Codmpua Tpeﬁanur“ A,Z[, EIIR 103267194, CBC ce.nanmne H aﬂp&c Ha ynpannenne rp Codms, 2] S
- JIvaezap CTqueB Ne5; CoﬁrapmaBn:«xHec Tay'spc erpa,uaA,eT 12, npe_uq*rasmraaao oT llmmnpfeopmen ST
i 'ltmmnpon B Ka9ectBOTO CH Ha V3MLIHHTE/IEH TUPEKTOD, TIPECTABIIABaH, 9pe3’ yrmmouomeﬂo e
S ¢ unamomommo Ne5789/14.12.2020r Maprapura ﬁnpnanona l“eopmena, Hapnqaﬁo no—nony 38
e Icpa"ncocr ,,H3II’BJIHI/ITEJI” or npyra c'rpana, i ; Ay o .

_Ha ocnonanne rm 112 or 3a:|cona 3a onccmelmre HOp’L‘IKH (301'[), nma Bpmxa c nponenen Bmpemen g - :
S xomcypemeu naﬁop/nom.mena oq;ep'ra o’ Pammono cnopaayuenue No Pl:[ 11—62/01 02. 2021 r ce -
e cxmoqn Hacro;mmx JIOI‘OBOP 3a cnezmoro : , ' B e

I. IIPE)IMET K CPOK HA AOI"OBOPA

o dWm1 (1) .IIE‘IEEHO 3ABE1IEHHE m..memm nmara, a nsnwmmwn cea
KR 3a,z1'5nxcananan3mpmn ,nocTaBKa Ha cne;mn're nexapcmerm npoz(ym TR N RS

b ﬁocoﬁena nosmmn.Nol oy v e ST / o ST R

S | AmaTomMo- -Memxyaapoauo ;Haqmi . ma|Mspka | Kommwecrso - | - . =
'~_fjrepanenmen xon  HEHATEHTHO . . “;‘_nprmomenne | img, § 2 PO DR '
it ‘;gﬁ/ATC-xon] : namueudnanﬂe IINN/ S S

' [Boseoor Mannltol | napewrepanwa _ |mi , o
epanna —_arso0]

. [ Boscxor. | Glucose ;- i ‘| napeHTepanHa o

i "4(2) ﬂemsopm* Bamaa B cnna 0'r zta'rara Ha nozmncmero My orr m;e're chaHn W e C’BC cporc no D
f'_31122021r ‘ , S o L ; : :

SV e

II IIEHI/I H OBIJ.IA CTOﬁHOCT HA }IOCT ABKI/ITE l'I. IIOFOBOPA

i g ‘I.u 2 (1) Henarra ‘HA cromrre Ho qn 1 e c'ﬁmacno ncﬂono npemmx(efme Ha HBH’[:JIHI/ITEJIH PRI
. Hepa3[eJHA JacT OT JOTOBOpA. . = R i KPS
- (2) Llenara smouBa CTOMHOCTTA Ha cToxaTa, onaxonxa, sacrpaxonxa H Tpa.HCIIOPT J10: J[E'-IEBHOTO‘
- 3ABEJAEHHE — Bb3JIOXKHTEJL IpA MUHAMAIEH CPOK Ha TOJHOCT HE IO-KpaTbK oOT ‘40 % ot
L g 0GABEHMA OT IPOU3BOAHUTENS 32 _IeKapCTBEHHUTE TPOYKTH HIM HE IO-KPaThK oT 20 % oT OGABEHHS OT = .
Sy nponsnozm'renx 3a Gnonpo;lym'rc wa 6rottoxobRUTE IPOTYKTH. Mnmmannm CpOK Ha TOIHOCT ce T
NS orlpe.n;eml KBM JIATATA HA BCAKA JIOCTaBKA Ha' JIeKapCTBeH IIPOAYKT. et
3) 06ma'ra CTOMHOCT' Ha IIOCTaBKHTe o noronopa ¢ 10 1659.45 (xwmaa mecmomun nemaecem u aeaem - \I.v “
- nesau 45 cm. ) neBa Ge3 BKIOYEH IU_{C H no 1991.34 (xwuu)a deeemcmomuu aeeemdecem u eauu Jleeav Ty
: u34cm)nenacnwnoqeumc S , : Gy AT R L




'

] (4) I_IeHaTa no noronopa [ q)m(cnpana, HE r{o;mexcn Ha npowma 3a cporcaﬂa nenc'mne Ha noronopa, '
" ocBeH B ciydaute Ha 116 or 30I1. ' :

 (5) B ciryuait, ge mpes BpeMeTo Ha z[eﬁc'rnne Ha CLQTBGTHFUI 110ronop croﬁﬂoc'r'ra, KOATO cnem;a nace:
© 7 3amnama ¢ nyﬁnnlmn cpencha Ha nexapcmerm nponylcm oT Hosu‘msnm nelcapcmeH CIIUCHK CTaHE
'TIO-HHCKA OT JOTOBOPEHATa, JIeHeGHOTO menenne B'BBJIO)KHTCJ’I 6e3ycnonno 3annama JleKapCTBeHHTe
nponym Ha N0-HUCKATa CTOHHOCT, cqmano oT: . :

- JjaTarta Ha BJIH3aHe BCHUIA HA peleHUETO Ha Haunona.mmx c’sae’r 1O NeHH u peHMGypcnpaHe

'Ha Jxekapcmenu're npo,z{yxm ( HCI.IPJIH) o

- ' marata Ha axrya.lmsauma Ha [TozuTHBHAL JIeKapCTBeH crmcmc no pe,ua Ha wi. 57, a1 ot
: Hape,m6a'ra 3a ycnonm*ra, npaBmiaTta H .peia 3a perynnpane H PETHCTpHpaHe 'Ha IEHHTe. ‘Ha

. ’neKapcmeHnTe npoayxri (HYTIPPPLUIID) 3a sexkapcTBeHMTE npoz[ym c Hamanena CTOﬁHOCT 33,
' ONAKOBKa, H3YMCIIeHa Ha Gaza, peq;epenma CTOﬁHoc:T o

. _Bcaydamte 110 TPEAXOMHOTO H3PEICHHE, c*ronHoc'rra ce onpeneml K’bM Momema Ha ,nocraaxara
(no,u;nucnane Ha npneMo-npenaBaTeneH npocroxon) b : R :

R

III. YC.JIOBI/IH I/I HA‘IPIH HA l'lJIAIIlAHE

o '-IJI 3 (1) IIJIamaHe'ro no HacToamml noroaop ce ocr.mec'mana qpea 6amcon rrpenon or c’rpana Ha |

JEHEBHO 3ABE,Z[EHHE B'LSJIO)ICHTEJI 1o nocoqeﬂa'ra B i, 15 an. 3 GamcoBa cme’ﬂca Ha
- M3OBJHUTESA.

e ) 3a1mé.maHe'ro Ha c*roxn're no noronopa ce mnspmna omo:xeno B cpox ,zxo 60 !mecr,uecernx/ nen :
. Clle IpeCTaBANE HA CIEAHHTE noxymeﬂ'm : ; SRR

- 1. MoctapHa (akTypa, ChcTaBeHa CHITIACHO nancxnaﬂun:ra Ha SIUIIC n l'Il'I3IUIC
2. TIpHeMaTeNHO-IPeNABATENHH IPOTOKO; - ; 7

(3) B cnyqaii Ye [10COYEHHUTE. B I, 3, an. 2 ,moxymenm ca Hapenonnn mm He ca xommelcroaam i |

- CHIIHTE Ce BP'HIIAT HA' HSH’LJIHI/ITEJIH c npueua'renno npenaberrenen nporoacon 3a H3TPABSHE.

o Hepezmocme Cpmcm* no 'm 3 an. -2 3anoq1;a ,ua 'reqc OT ,ua'rara Ha npe.ucramnem Ha nocnc.zm S
..+ - H3ACKYEM CE IOKYMEHT. - Sy g G
T '(4) Hpu dmmypnpane Ha aaaxeam'e Konnqccma nexapcnsenn npo,uyx'm no i;cm(a omejma 3asmxa,; ‘
' ' leHaTa Ha OHAKOBKAa HE cle/Ba. 8 HAJBHIIABA onpejieieHaTa B Hozumnm nelcapcmen CIIUCBK-,
: ‘Hpunoxcemle Ne 2, petpepe;ma CTOMHOCT Ha ONaKOBKa 38 ChOTBCTHHA JICKAPCTBCH NPOAYKT. B cnyqaﬁ ST
. Ha W3YACIABAHE HA CTOMNHOCT MO-BHCOKA OT. petbepeﬂma'ra ‘cToiHoCT Ha QUAaKOBKA 33 CHOTBETHHS . -
- JIEKapCTBEH npo,u;ym CTOHHOCTTA C& HaMama M 3aiyiama o croﬁﬂocm Ha enalcomca onpenenena B:; R

'Ho3amnnu Jxexapc'meﬂ cmacm— Hpnnomei-me N‘o 2500

,i(

IV CPOK HA JIOCT ABHHE

‘l.m 4 (1) JIE‘IEBHOTO 3ABEI[EHI/]E B’B3JIO)KPITEJI 3aamma Heo6xom!Mm‘e My KOJIK‘.IGCTB&

¢ OMCMeHa 3afBKa 0 Irl?»II'I-JIHIfI’I‘EJI}I ‘3asBxaTa . ‘ce BpbYBA IMYHO ‘Cpelly . IOMMC Ha -
‘ I/I3lI'bJIHIrITEJI$I 31 ynmnomomeuo OF Hero mme mm ce nanpama c npenop'mano IIHCMQ <

.. ofpaTtHa paélmclca, no ti)alcc mm no enelcrponeﬂ HBT.
*(2) Besixa oTaeHa I0CTaBKa, cIeaBa [a Gbae ,qoc*ra,BeHa B cpox a0 7 Kaneﬂnapnn mm cnen nonyanaHe

Ha 3asBKaTa OT. J[E‘!EBHOTO 3ABIIE BBMIOM’ITEJI ¥ 38 KONMHEecTBaTa H OnIaKOBKHTE

S (cBOOpa3nO KOHKPETHHTE | nexapcmenn TIPORYKTH, HOCOYEHH B TEXHEYECKOTO | TIpeIOXKERre Ha
nmmm'rena), TOHMHO oupeg:enenu B 3asBKaTa. B cnytxai»i qe ce npann n'spna ,nocmlca or Jxa,qeﬂa

. OT. I(Banmbuunpano nm:e “HO 3JIIIXM Ha enemponen HOCH’I‘CJI A no enelcrponen OBT Ha

~ 1e4eGHOTO 3aBeeHHE — BH3OKHTEN. Upn cnemsanm lloc'raBKn Ha Jlexapcmefm nponym-n oT c*smaTa
nap"mna, cep‘rmbmcmT HE Ce MPEeJICTaBs. .

/(3) B ciyuaii Ha HEOGXOAMMOCT OT cnenma noc'ranxa, JIE‘IEBHOTO 3ABEI[EHI/IE — )

: ',.B'I)SJIOQKI/ITEJI NOCO9YBa M3PHYHO B 3asmlca'ra, ‘He ¢ HeODXOmMMO na G'f,zte nsnhpmena ~CHEMIHa

’ nocramca B TO3H cnyqaii ,nocranxara cne;ma na Gu(e ﬁsnpmena no 6 qaca or nonyqanane Ha 3aam<a-ra

A

N e/leKTPOHHATA T0Ma, IOCOYEHa KaTO 4/peC 3a KOPECTIOHACHITHA, npnnpy)xen C mpeBoj Ha 6mrrapc1<n "'
" -esmk OT (UpMa, CKTOYHNA [OTOBOp ¢ Mmmc'repcmo Ha BBHUIHHMTE paGoTH 32 M3BEpIIBAHE Ha
- opuipanan npesomd. U3GPOCHHTE JOKYMEHTH C¢ PEACTABAT B CHOTBETHOTO 3BEHO, OIIPEJIENIEHO OT

5,
S
'

2 :



H3a KOIIH‘ICCTBaTa u onaKOBKHTe (c1>06pa3ﬂo Kom(pe'mn're JIeKapCTBeHH nponym nocoqel-m B

TEXHUYECKOTO IIpeIUIO)KeHHe Ha: PIBH’BIH-'{H’I‘GJIH) TOYHO onpenenenn B 3asmxaTa

(9 BBIIBJIHUTEJBIT ce 3ansmkasa, B ¢pok 101 paGOTeH IcH, B CIIy4anTe nb am» 2uB cpox iio 1 ‘

‘Hac, B Cy4amT¢ Ha an. 3, CleA NojiydapaHeTo Ha BCAKA 3aMBKA Ja YBEAOMH HCMEHO HJIM 1O daxc

L _».JIE‘IEBHOTO 3ABELEEHI/IE Bb3JIOXKHUTEJI B cayvait ue He MOXe Jia HSB’I:pHJII JOCTaBKa MK =
‘B CiTyHaif, 4e He MOJKE /ia CTIa3H CPOKBT 33 H3BhPIIBAHE Ha JIOCTABKATA, IPEJIMET Ha KOHKpETHaTa 3a4BKa, .~
* (5) KpM natata Ha BCAKA IOCTaBKA, OCTAaTHYHUAT CPOK HA FOJHOCT HA JIeKapCTBeHMTe IIPOJYKTH, CIIeJBA -

ic:] Oblic He nb—mam;x oT 40 % /'iem HiecerT na ¢To/ oT oG;memm oT'm OH3BOAMTEIS.
P! p

R

‘ ‘(6) KbM narara Ha BCAKA z[ocmBKa OCTaTHYHUST CPOK Ha TOAHOCT Ha Gnoupo,u;yx'r Wi 6n0non06eH R '

_ IPOAYKT, cleiBa Ka GbAe He TIo-MaTsK oT 20 % /ABajxeceT Ha €T0/ 0T OGABEHHS OT NPON3BOTUTENA.

- (7 3a 'KOJIHYECTBA. JNOCTABCHH H3BHH 3afBKaTa no L. 4 ain.l, JIE‘IEBHOTG 3ABEI[EHHE —

‘B'bBJIO)I(I/ITEJI HAMa sa,z['bnxcenne 3a IUiama-e. '

®B cnyqanTe oo 4. 10, an. 7 or JOTOROPA, CPOKBT. 'no ajl. 2 " 3 3anoqna a Tede or naTaTa Ha,

 HMCMEHOTO chriacue Ha JIE‘IEBHOTO 3ABEI.lEHHiE B’b3JIO§KI/ITEJI

. Mﬂcro HA IIOCTABSIHE : o s

8 -fb 'l.n 5 (1) 3a MSICTO Ha nocranm—re Ha CTOKIrITe o TOSH noronop ce onpe,uenﬂ cnem—msr a,apec rp Co«bwl |
TIK 1606, 6yn. “Axan: HBan Temos” Ne 11 - Anrexd -

T ) Puckor ot cnyt;aﬁnoro HOTHBAHE HIH nonpexc.uaﬂe Ha crome npeMuHana m;pxy JIE‘IEBHOTO R
. 3ABEJIEHI/IE BfBSJIDDKI/ITEJI OT MomeH'ra Ha Hpnemauero HM Ha chmro Ha ,uocmnsme €

npnemare.m{o—npenana'renen leGTOKOJ'I

VI I[ATA HA ,I[OCTABHHE HA CTOKKTE

: J

Y6, 3a; naTa HA nocransme ce cana .uaTaTa, Ha KOXTO crome ca J:l;om‘aneﬁn ,uo a,upeca r[ocoqen B ‘m " @ 1; -

5 . 1 npnycnonmanarm 9, a.n. 2.. L s S

N ‘/' S N s . N

AN

vn ?.AJIT:JIHCEHI/ISIHA H3H'BJIHHTEM e o ’7‘1‘5 o

Y 7. PI3H'LJ1HHTEJIHT ce 3a,zrmeaBa

L [a noc'rann CTOKHTE B* nomBopeHwI cpoK n Ja npenane Ha J!E'IEBHOTO 3ABEI[EHI/IE - f
Fiel o o S
2 Ta npez:a,ne crom’re naxempama " Maprcnpa}m B cwmemm BH}], Konmecmo " Kaqecmo Ba! T
7 MEACTOTO, Hanocramme ¢ : SR

]

3. IIp# NOAIHCBAHETO, Hanoronopa,u;a npep;c*rann. ) EO  1 (
a)ﬂoKYMeHTHnoqn 112, an. 10T30H CLT e R I R

. B) rapaHiHs 3a nsnmmcﬂne B €IlHa OT tl)opMn'fe onpenenenn B Wi, 111 an.’s or 30H CBC cpolc Ha

: ;’Bammnoc'r 60 nuu caen nsmqane cporca Ha mronopa, KOATO ce ocnoﬁommaaa B CPOK 110 60 AHH CHex -

E . M3TLIHEHHe Ha nororopa. B cnyqa_ﬁ ge. Bamm:ﬁocrra Ha rapaﬂuma W3THYa Apefn lloronopa aa 6$z(e ,
| H3ITBJIHEH, PBII'L.JIHHTEJISIT ce 3amnmkaBa Ja YABJDKH CPOKa Ha BasmmmCT ‘HA TapaHOMATa ¢

'TOJIKOBA ] IHH, TAKa b€ rapammna A8 MIOKpHBa O‘IaKBaH!'BI CpoK 3a H3NLIHCHHE Ha noronopa mwoc 60

o AHH. l"apanmmm en paamep Ba 3% o’g c'roiinoc'rra HA m)ronopa Ge3 ,[UIC H Bba.rmsa HA 49 78

JeBa. . ‘

1(4) I[a noc*ram[ nexapcmenn npo.uym,t_ KOHTO oTrQBap;rr Ha nzncxnauma Ha 3a1<0Ha 3a

7J1e1<apcmenm‘e TOPOAYKTH B XyMaHHaTa MEXHUIUHA (3111'IXM) — 2 IpATeKaBaT BaJIH:IIHO paspemenne
~3a.ymoTpeba B cTpaHaTa; H3AAZEHO TIO pena 'Ha 3J'IHXM HUITH PernaMCHT (EO) Ne' 726/ 2004 r. Ha.
~ Esponeiicxus napnament u CrBera /an. 23, an.1 na 3JII'IXM/ ol
(5) 'Ha nocrass JlexachBeHn l'IpOLlyI(TH Kom‘o ca ano'-lenn B. Hpnno)xem{e .N'o 2 Ha Hosnmnnna
'"nelcapcmen CITUCHK. ‘ :

* (6) B ciyqaii, ue ce npaBH IBpBa nocranlca o na;xena napm,na Ha JeKapcTBeH upo,uylc'r na npezzcraBa g

Cep'rmbHKaT 3a ocBoﬁoxcnaBaHe Ha nap’mna’ra, U31aneH OT KBaJImbmmpaHo mane o -3JIIIXM Ha

o l’ "

€NEKTPOHEH. HOCHTEJI ' WiH TIO enelcrponen BT Ha ene;lc'rpom{ara roma, MEcodYeHa KaTo ajpec 3a -
SN KOpECTIOHICHITHS, IPHAPYKEH C NPEBOX 'Ha OBLArapcku €3HK OT. d)npma, cxmo'mna noronop c ,,,‘
o Mnmlc'repc'rno ﬁa BLHmmrre paﬁom 3a nsmz.pmnane Ha odmnnamm npeno,rm : "



VIII. 3AII'BJDKEHH$I HA JIE‘IEBHOTO 3ABEI[EHI/[E B’L3JIO)KPITEJI\ :

' ‘-I.n 8. JIE‘IEBHOTO 3ABElIEHI/IE B’[:3JIO)KI/ITEJI ce sa,n'bnxcana

1. da npneme JOOCTaBeHHTE B CPOK H Ha MACTO CTOKH, c'bome'rcmamn IIO Bn,u, Komrqecrno H xaqecmo v

' Ha OIMCAaHOTO B HACTOSAUIMS JOTOBOP. S - : s SR

2. la saiuiati ZOCTaBeHUTe CTOKH MO peAa Ha WI. 3 ot Hacm;mmx noronop \ ,

, :3 Cnen npmcmoqaa,ne nanmennero Ha ,uoronopa na ocBoboau rapaﬁumrra 3a’ n3rmm1eﬁne 633 ,ua
o Il‘LJI)I(PI mrxnn 3a cpoxa npe3 I(OHTO cpez[cTBaTa 3aKOHHO ca npecro;um y HEro. :

?

b IX. I[PI/IEMAHE H I[PEIIABAHE HA CT ORHT E

. . 9. (1) Hpuemaue’ro Ha CTOKHTe ce: nam,pnma Ha MACTOTO, ‘Ha noc:'ramme nocoilelm B 4L 5 ai. 1

' (2) M3IBJIHUATEIAT - wm YIBIHOMOIIEH ~ OT  HEro. . npe,ucraam'en M. . TIPEICTABHTEN Haf e

JIE'-IEBHOTO 3ABEI[EHIJE - B'L3JIO)KHTEJI nommcaa'r npnemarenno-npenana'reneﬂ
npo-roxon yzxocmnepaaam nonyqasane'ro Ha crom-re e ST : ,

X, KA‘IECTBO I‘APAHIII/II/I H CPOK HA I‘OI[HOCT
- U, 10 (1) Cmrcm-c, npezme'r Ha ’Hacrosmma noronop, cnem;a ma orronapxr Ha. Hsncxnaﬂma Ha ‘m -
S 7am4ms. S
F (2) KbM nara'ra Ha zxocranxa'ra, oc'ran,qnm cpoxc ‘Ha I‘OJI[-IOCT Ha nelcapcmeﬂme nponyxc*m cJIc,u;Ba ,ua o
~6bpe He mo—MawBk 0T 40 % /qempn,uece'r Ha CT0/ OT OGABEHUS OT HPOUIBOIUTENA. | ~ -

3)B ciryqaii Ha ZOCTaBKa Ha nexapcmeuna nponylc'r cno— r\;panlc o1 noronopem cpmc Ha I‘OJIHOCT 5 o L

L vfmmnaa'ra Heycroﬁxa na 6ne npomeneaa, KAKTO cnenaa BRI

e ot 39,99% 10-30% - 3 % BBPXY CTOWHOCTTA ‘Ha noc'ranxa'ra,i e
© 0T 29,99% 110 20% - 5 % BDXY CTOMHOCTTa Ha JIOCTABKaTa,
ot 19, 99% a0 10% - 7% BBEPXY c'roﬁnec'rra Ha AOCTaBKaTa; ~ - N :
nox 10% - 10 % BEPXY. cToﬁHocrra Ha JOCTaBKara. R LT

(4) Oc‘ra*n.tmm CPOK Ha TOJHOCT Ha GHONPOMYKT . /6nono,u06en npoz[yicr cnemaa Ja 61:,[[6 He no—‘jr o

- MaBK oT 20 % /nna;xecer Ha cT0/. OT OGABEHAA OT IPOH3BO/MTEIA KEM laTaTa Ha. BCAKA IOCTABKA.

: G)B cayqaﬁ Ha JIOCTaBKa Ha 6nonponyx'r/6nonono6en npo,nym ¢ WO — Kpa’l"bl( or noroaopeﬂml cpox,;i : i

' Ha FOJHOCT, IThIDKHMaTa Heycmﬁxa € KaKTo ciie/Ba: : )
-0t 19,99% 110 10% - 2 % BEPXY CTOHHOCTTA Ha nocxanxﬁ‘ra
ot 9,99% no 5% - 4 % BBpPXY ¢ c:mifmocrra Ha ,uacrg:sxa'ra
. - " mom 5% - 6% B'pry cmﬁﬂoc'm‘a Ha IOCTaBKaTa. . e ‘ DR
(6) JIE‘IEBHOTO 3ABE,1[EHI/1E B’BBJIO?KPITEJI MO)Kc na o*rxan«: npnemaﬂe'ro Ha croxm‘e a.xo‘

L B JICH}I Ha THXHOTO HpHCTPITaI{e 1178 upuemane OCTa'I'I:-‘IHHX CPOK Ha. I‘OI[HDCT e l'IO = MaJI’BI( OT. Py

o - ONpENeIIeHHs B L. 10, al. 2. 1 ajl. 4 MEHAMAJICH CPOK Ha I'OIHOCT, Wi e
) JIOCTaBKa'ra Ha nexapmen npo,uqur '€ OCTAaThYEH CPOK ‘Ha rommcr l'IO-MaJI'BK OT 10 Ha €TO or
‘ oﬁsmem»m o1 npouanonntrena HHa 6Houpony1cr/6nonon06en TIPONYKT C OCTAaTBYEH CPOK Ha FOTHOCT 110-

- - MamBK OT'5 Ha €TO OT oﬁmsemm OT IPOH3BOIHETENA CE K3B'I>p1ﬂBa €aMO ¢ IHCMEHO ChITIACHE Ha -

JIEYEBHOTO 3ABEJEHHE — Bh3JIOXHTEJI za KOHKPETHO xoquec’mo onpeneneno OT Hero. -
Be3 H3pHIHO THCMEHO: cnrnacne na JIE‘IEBHOTO 3ABEIlEHHE B’bSJIO)KHTEJI CTOKHTE Hma o
- na 6wmar 3annatHaHH. -

(8) HckaHeTo 33 IECMEHO csrnacue B cnyqam‘e Ha a7, cnem;a 11a nocrsrm B JIE‘IEBHOTO{,' o

BABE,I[EHHE B’LBJIO)KI'ITEJI B cpox no 1 (exun) paboTeH feH 0T noJyyaBaHe Ha 3asm1cara
: (9) B cnyqan’re Ha CIICI]IHH AOCTaBKn nocoqunTe Ban3 H a. 5 HeyCTomm HE ce npnnara’r
XI OTFOBOPHOCT 3A HETO‘IHO H311'I>JIHEH PEKJIAMAIIHI/I

D 7‘-I.Il 11 (1) .JIE‘IEBHOTO 3ABEI[EHI/IE B’I)3JIO)KHTEJI MO)KC ,ua npemmsma peKJIamamm npe,u" -
S _HBH’BJIHI/ITEJISI 3a : , N

. o :
: ¢
S



o a) I(OJII/I‘-ICCTBO H HeKOMl'IJIeKTHOCT Ha CTOKH’I‘C HIIH TeXHH‘IeCKaTa I[OKyMCHTaIIHﬂ (SIBHPI HeilOCTaT'BHK) :

‘ 6) KauecTBO (CKpHTH He,z[ocra'n,un) o
o npn JIOCTABSAHE Ha CTOKH He OT JOTOBOPEHHS BUI, HOCOYEH B lm 15
- TpH Konc'rampanerﬁa AedexTH npy yHOTpe6a Ha CTOKHTE. =
(2) PexnaManmy 3a ABHH. HEJOCTATHLY: HA CTOKHTE ce npaBaT or JIE‘IEBHOTO 3ABEJIEHI/IE -

" B’I:SJIO)KKTEJI BMOMCHTa Ha npenaBaHeTo MM, 32 KOETO CE ChCTaBs nporoxon TIOOHCAH # OT JBeTe o
' CTpaHM.° i o :

Q) Pemawxaunn 3a cxpnm Heﬂoc'ran,un ce nphBaT npe3 uemm CpOK Ha rozmoc'r Ha JIOCTaBeHIZ[Te cToxn,

Ka’ro pelcnamauwrra ce npn,upyxgana Saﬂ'BJDKPITCHHO OT I(OI-ICTaTPIBCH IIPGTOKOJI uana,nen OT S

H3II'I>J'D:IPITCJIH&T3 ar CHIIHSI 3a JIeKapCTBaTa

o »(4) JIE‘IEBHOTO 3ABEI[EHI/IE - B’B3JIO)I€[/ITEJI e mmxcﬂo Ia yBeJIOMn nncmeno T
, I/I3H'BJIHHTEJIH 3a ycraHoBeHuTE AeeKTH B 5 (1I€T) THEBEH CPOK OT, KOHCTaTHpaHeTO HM. Tt
(9B PeKJIaMaIiHTe Ce IOCOBa HOMEPET Ha noronopa, TOYHOTO KONMYECTBO Ha IOJNYYCHATE CTOKH C

17 TeXHMS napmnen HOMEP, OCHOBAHHETO 3a pelcnamanux ) KOHerTHOTO HCKaHe Ha. JIE‘IEBHOTO U
‘ fBABE)IEHI’IE B’I)SJIO)KI/ITEJI )
" (6) B 5 (uer) nHeBeH cpok o1 nonyanaHe Ha pexnamaunx'ra, I/ISII'I)JIHI/ITEJIHT cnemaa Aa cm"oaopn'_ PR
#a JJEYEBHOTO 3ABEJEHHE - B'bBJIO)KI/ITEJI .nncmeno " Komcpe'rﬂo zanm npnema -

‘pexnamannm i a OTXB’prDI

™M l'Ipn perUramManys 3a SBHY Hezlocrmun I/ISII’I:JIHHTEJUIT € mxcen B cpox 0'1: 2 paﬁomn JOHH.
' OT mojydaBaHe Ha pelmamanma 3a CBOS CMETKAa W PHCK Ja noc'r,aBH Ha MHOTOTO Ha zxocTanne/ 8

. KOHH‘ICCTBOTO JIHHCB&IIIK B I[OCTaBKaTa/ HCKOMIUIBKTHH norompelm CTOKH.

; ' .". (8) Hpa pexiamamus 3a’ cxpm'n HEJIOCTaTBIHM, B CIyHall He K?JI’BJIFIHTEJIﬂT e npnen»

| peKIaMalusTa, CBIIHAT € ITEXKEH B 10 (necer). JHEBEH CPOK OT monyqananem # na 3aMenn NOCTABCHUTE

" " HeJIOTOBOPEHM 110, BHA /,z:e(bexmn CTOKH 3a CBOS CMeTKa U PHCK WK 00 npenenxa Ha JIE‘IEBHOTO
’ _3ABE,Z[EHEE B'I>3JIO)KHTEJI .ua mapﬂe C'bomemara qacfr oT 3a11.11a'rcua'ra neHa, Bezmo c

: ,mnxmmm‘emnn'»,, (8 P8 o ‘
9 I/I360p1fr Ha nocoqenm ne—rope B’BSMO)KHOCTH na ce m:pma cbomema'ra qac'r or lIJIa'TeHOTQ mm?

yo

mace HOCTABAT HOBH c'roxn npﬁnannexm Ha JIE‘IEBHOTO BABE,IEEHI/IE B’lﬂJIO)ICI/ITEJI Hee b ‘

- PHCKOBETE I10. HOBOTO ZIOCTaBsIHE Ca 34 cme'ma Ha, I/IBII’LJIHHTEJISI

(10) Crokwure; Hpe/MeT - Ha peKnamManys ce csxpaﬂhnar or JIE‘IEBHOTO 3ABEJIEHI/IE SR

. /-‘n TR

B’IﬁJiO)KI/ITEJI zo ypexmaﬂe Ha pemlamanume

BN ,

XII OTFOBOPHOCT IIPH HEI/BII'LJIHEHHE

P

. ‘1.11 12.(1) 3a Hensnmmcnue Ha. 3a,1n,m1(eHmITa CH 10 Hac'roanmx noronop ¢ PISKJIIO‘ICHHC Ha TCBIrI 110 DR
o wn. 10; an. 2 u an. 4, MBBJIHATEJIAT mxamxu Heycrofika B pasMep Ha 0.5 % Ha fleH BEDXY .
- cTOMHOCTTa Ha' KOHerT'HaTa sasmxa, HO He noseﬁq- ot 10.% (mecer npoueHTa) oT c'roﬁzﬂocrra Ha L
. - KOHKpPETHATa 3asBKa, KaKTO H obe3merenue 3a OpeThpHEHATE .neﬁcmm*e)mu Bpe;m B cnytlame Korarof‘ o
e HAAXBBPJIST noronopeHaTa HeycToﬁKa B ciygauTe oo wi. 4, an. 3, nocoqena'ra B HPEAXONHOTO - CER s
o napeqenne neyc'roﬁrca B pazmep Ha 0 5 % ce Haqncmma 3a Bcem vac npocpo'me, ‘HO He moBeye oT 10
% (nece'r nponeHTa) OT c'roﬁnocrra Ha Konxpe'rﬂa'ra 3asmlca, KaI(TO u obe3IneTeHue 3a. nperbpnennre, B

* - IeHCTBHTEIHH Bpe/H B cnyqame, KOTaTO T¢ HANXBEPIAT noronopeaara neycroﬁxa. ,
. 42) Koraro npy HaIHYHe Ha pexnamauml, PI3II’I:JIHI/ITEJIHT HE H3BIHH 3aTBIKCHHATS . cn 1o

YHPaXH3ABa OT HETO nox (bopMaTa Ha IIACMEHO YBeZIOMIICHHE 10 mm..nnmmm, Ica'ro paaxomre ujf - o

 pasnen XI OT HacTORm{MA JOTOBOP B ‘CPOX, ChUWAT mhmka Ha JIEYEBHOTO 3ABEAEHHE- =~

' Karo MpeampHeMa ZeHCTBHs 3a HeHHOTO ycmosBaie. B chydaii, ge CTOMHOCTTA Ha rapaHuMsTa 3a
M3MBJIHEHHe  He NOKpHUBa BCMdKH Abmkuma or HM3IMHJIHUTEIS Heyc'roﬁkn JIEYEBHOTO

T 3ABEAEHME - B'L3JIO)KI/ITEJI npnxnama ,Il'BJDKKMHTe cylvm or Hacpennm n.uamamm KBM -
L HSII’LJ[HI/ITEJIH ’ SR , , : v o

L BL3.JIO)KHTEJI HeycTomca B paaMep Ha 2 % OT neHaTa Ha, CTGKHTe 3a Kom‘o ca Hanpane}m B
' pexnamammmre.
. (3) JEYEFHOTO 3ABEI[EHHE B'B3JIO)K[/ITEJI ynonne'raop;ma NpeTeHIMATe CH omocno, B
' HEW3MBJIHEHWETO Ha _ioTOBOpA, KaKTO M 32 3dIUlalaHe Ha HCYCTORKHTE OT CTpaHa Ha

B H3II'BJIHI/ITEJI$I KaTo 3asPXKa MApaHIMATA 338 nsnmmemre o wi. 7, an. 3, Gyxsa “6” OT. JIOTOBOPA,



i

. (45 l'IpH 'rpn NBTH BHHOBHA 3abaBa Ha I/I3Il'bJIHI/ITEJIH npommxmna c noneqe or HOJNOBHHATA or
' CPOKa 3a HM3OBJIHEHHE HA CHOTBETHOTO 3aJbIDKCHHE, B PaMKHTE Ha Tpn ‘Mecena JIE'IEBHOTO" ,
"~ 3ABEJAEHHE — B’B3JIO)ICI/IT EJI HM& npaBo na llpexpa'm ,uoroBopa eJIHOC’I’paHHO c IS-nHeBHo '
. TIpe/U3BECTHE. C
(5). .JIE‘IEBHOTO 3ABE,HEHI/IE B'l;3JIO)KI/ITEJI uMa npaBo ,ua npexpam e,tmocxpa}mo u 6e3 R
NpefU3BECTHE HACTOSLIMS JOrOBOP B CHydYaii Ha CHCTEMHO HETOYHO H3IBIIHEHHE Ha. 3az1'hmxccunn'ra oT
" MBIOBJIHUTEJISI 1 npefdBeHu ‘[OBEYE OT TPH peKNaMaWd B DAMKHTE Ha TpPI Meceua OT.
‘JIE‘]EBHOTO 3ABEZ[EHI’IE BB3JOXHTE no pena narmasa XL : ,
© (6) B ciyuaif, we mo oTHOIeHKE Ha- I/ISH’BJIHI/ITEJBI HACTBIAT oﬁcromcmaTa O WI. 54 an. 1 "
wi. 55,an. 1 or Saxona3a06mecmenn're HOPBYKH, JIEYEBHOTO 3ABE,I[EHI/IE B’LSJIO)ICHTEJI' E
.- MMaTpaBo na HperaTH ezmoc'rpaﬂno HaCTomeH ;Iorosop, 6e3 xmcmeno npe,umnecme " 6e3 na m.m. »
o Heycroﬁm , : ; : . : ,

XIII d)OPCMA)KOPHH OBCT OHTEJICTBA

‘h 13 (l) C'rpamne no Hacro;mmsl zxoroBop He ,zn,ml(ar o6e3merelme 3a rmHeceHn Bpe,un u 3ary6H,, S
ako HOCHICHUTE Ca npmenn B peayn'raT Ha Henpeo.uomma cuia. .
(@) Axo CIPAHATA, KONTO € CIIEBATIO [ n:;lrmnm cBoe ?.ammlcenne uo ,uoroaopa e Gmxa B 3a6asa, s He“ ;
‘MOXe€ Jia ce I030BaBa Ha nenpeono:mma emma. = : v o
e “Henpeoz:oma cHjIa” TI0 CMHCBIA HA TO3M. ,uoronop e Henpe,msn,ueno u/mm Henpe;tompamof} o
cHOHTHE OT KBB’prelleH xapmep, BB3EHKHANIO crejl CKIMOYBaHeTo Ha noroaopa R SR
@ CTpaHaTa, 3aCErHaTa OT Henpeononmwa cHNa, e ZUTHKHE 12 npenpasMe BCHYKH neﬁcmwx v rpnxcara S
. Ha 106p cronamm, 3a na HaMaIH A0 MHFMMYM NOHECEHNUTE BpeAN B 3ary6n I(a'KTO Ha ynezxomr ER
e ~ IIACMEHO .upyra'ra c'rpa:ﬂa B 7-IHEBEH cpox OT  HACTBIBAHETO Ha Henpeonommara cnﬂa Opr
R Heywnomanc B IIOCOYCHHA B npex;xo,zmo'ro mpeqenne apox ce }mmxn oﬁeamc'feuue 3a Racnmumre AR
. OT ToBa Bpend. Henpeonamma'ra CcHNa ¢e JOKa3Ba 0T 3acerHaTaTa crpaﬂa CBC cepfm:bnxa'r 3.
L (popcMa)xop, M3/aJIeH 10 cmmemm pcz; or Kounmamnx opran B erpxcaaara, B Koa‘ro ca nacn.nmm
AT (bopCMax(opHm'e oﬁé'roxTenc'ma e : Fon
- (5) Zlolca'ro Tpae Henpeo,uomara cmla, HSH’bJIHCHHeTO Ha 3a.111>mlceﬂma n OB‘bPSaHHTe c -mxi o
L Hacpemrmaa.u'sme}mxcccnnpa R
S . (6)He IpEACTARIABA t“Heupeonomma CHIL P cx:ﬁme, npmmneuo no ne6pexcnbcr wm qpes yMHnmeHo B
. JeficTBHe Ha HSKOA OT CTPAHATE. I TBXHPI HPECTABATE M WATH cn&tmfégm, KaKTo W HEmOCTAraHA -
o napmmn CpC.lICTBa Ha 17I3H'BJIHPI [EJL nJIE‘IEBHGTQ SACBE,I(EHHE B'B&JIO)KIITE.JI SR

i
¢

XIV CIIOPOBE _' R Ty SR
- '}‘I.rl 14 (1) Bmum(na.lm're npe3 BpemerpaeHeTo Ha zgoronopa cnopose " pasnornacml Me)my chaHnTe :
[T ce peuiapat qpes upermsopn Mexcuy TSX. Hocmrna'rh're noroaopenocm ¢e oqpopm B IHCMEHA q)opMa L b
- H.ceOpeBpHINAT B HepaszeiHa 4acT Ot ,uoronopa ey BT D
" (2) B cmyuait Ha. Henocmrane Ha norosopenoc*r 1o npem(omn qnen, chnm cnopone, uoponenn or,
TO3H JIOTOBOP WJIY OTHACHIIHA Ce /IO HETO, BIIIOUMTENHO CIIOpOBETE, nopo.nmm OT WIH OTHACAINM CE N0,
Herono‘ro THIKYBage, Heneﬁcmmem{oc:'r, HEH3MBIACHHE WM NPeKpATABaHE e 5'B,Zta'l‘ paspemanann \
I cnopcn Gsnrapcme MaTepnamm H nponecya:mn 3a1<0m1 ot I(OMIICTCHTH:H}I cu( o pe.ua Ha I‘IIK S

| XV C’bOBlHEHHﬂ S
. ! . . (o e
‘],n 15 (1) B(mtnm cr:oﬁmemm Memny (:TpaHHTe, CB’bp3aHH c nanmnermem Ha Toan nomnop ca -

" BANMIHH, aKO Ca HaNPaBEHH B HUCMEHA GopMa 1 Ca MOJNHCAHH OT- ynmomomennre npe,ucTaBn-reJm ,

-na ASHBJIHUTEJLS wm JIE‘]EBHOTO/ 3ABE}1EHPIE B’B&IIO)I(I/ITEJI

(2) 3a Jiara Ha C’BOGHIGHHCTO ce cMATa:.

ERR 4 L ,uaTaTa Ha npenaBaHe'ro - IpH pmHo npe,uanaue Ha cwﬁmeime'ro , o
v nara'ra Ha nomencxom KnelimMo Ha obparHaTa paamlcxa an mnpamane no. ﬂoma'ra

,uaTaTa Ha npnemaHe'ro upla mnpamane 1no (pakc wm e-mall

. s . e - N . ) . R o



" 'IBAN: |ochoBanue un. 37 ot 30M

S CTpaHa, OCBeH B enywrre Ha oGe:meqananc (1

(5) 3a Bamumn a,npecn 3a npnemaﬂe Ha cl,oﬁmemm H 6aHKOBH CMCTKH cm,paanﬂ c HaCTOﬂIIIHiI Ilorosop ;
ce CMsITar: * o e ‘ ,

3 H3NBJIHMTENS:  3AUIEYEBHOTO 3_ABEJ]EHI/IE—

~ Agnpec 3a Kopecnom(emmx Ip. Coq;ml yn B’B3.JIO)KI/ITEJI : : ‘ _
- - JIbuesap Cramuen 5, - - rp. Cotpus, IIK1606, Gy . ,,Axa,u\ Usan Femon” No 11
-» Codapma Buznec Tayspc, cr'p A er. 12 i ~e-mail: apteka@pedlatnchospltal bg, Ten. 02 8154213 f
‘.T;” 03;?;?;36226 R g;i"; Sanudena MHpopmaums Ha -
e-mail : ofﬁce@sopharmatradmg bg - BIC:U OcHoBaHwe un. 37 ot 30
3a 3aABKH: ' ~ Slel L

" e-mail: helpdesk@sox 1a gk
- Banka; [3anuuena nHdopmaums Ha

L5 4 L

(4) Hpn npowma Ha uocoqemm o an 3 a.upec mm Gamcona cmenca cso’rne'mara crpaﬂa € nmmcna na'
yBeJmMH npyra’ra B Tpmmcneu cpox m: npOMsma'ra o RN . : . i

XVI I[PYI"H YCJIOBHH

- o ‘I.n 16 (1) Hpana'ra H mmeﬂum no Hacmmﬂ )mrosop He Mora'r na ce npempﬂxremmcrpaﬂno - :
L HA TpeTH\ Rt no;x,oﬁ:m aKTOBe He HOpaXkaaT npanno neﬁcmne B3 IIHGM&HGTO CBHIJIaCHE Ha .npyra'ra e
pare) Ha saqlmem no Gam(mm KpeIUTH. .~ .

@) 3a Heype/IeHHTe B‘BIIPOCH ‘B HacToxmmi v,u'drosop ce’ npwxara z(ei’rcmamoro ﬁmtrapcxo',“

: ‘ o 'noronopa € na I/I3II'I:JIHI/IT E.}I}I

BQKOHOIIaTeJICTBO

(npuao.”)lcuuo ca.uo e cayuaume, 8. Koumo mﬁpanuﬂ 3a usnwuumen yuacmﬂux e nocoouLL ue u;e
- -nonsea naau:mhuuumauu npu cxuioueane Ha pamcoeoma cnapa:a'ymeuue) R

- qu 17. (1) noz(mnwmnmm Tp;{GBa aa orronapn Ha CHOTBETHHTE Kpmpnn éa nonsop‘ L

. cwﬁpasno BAAA M JieNa OT nopnrmara, xoﬁ'ro m;e nsnmmmsar, u1a Tax ,ua HE ch Hamme ocnoaamm 3a
. o*rcmaHaBaHe OT npoLeAypaTa.

(@ JEYEBHOTO 3ABE/IEHHE m,a.nomnTEJI mmcKea saMsma Ha IIOILHBITB.I[HPITEJI P

- KoiiTo He OTroBaps Ha ycnoamrra moaml. - o
: (3) I(ora'ro 4acTTa OT nop'bq]qn*a, Kosrro ce n3m>nma orT IIOIlI?I?.H'bJIHI/ITEJI Momc na G'bne- -

' mpemazena xato otnenen obexr ma M3IIBIHMTENS wm va JEYEBHOTO 3ABEJEHMHE -

; BBH3JIOXKHUTE]L, TIOCICAHAS 3atmama BmHarpaJKneHne 32 Ta3W 4acT Ha. IIO,Z]IISII‘BJIHI/ITEJBI

. (4), PasnnamasmaTa MO am. 3. ce  OCBHICCTBABAT  BB3 ocao:n;a Ha UCKaHe,  OTIPABEHO or g "

 NOJM3IBAHUTENS no JEYEBHOTO ' 3ABENEHHE - BB3JIOKHTEI upes

W3ITHJIHUTEJIS, KOHTO e mn,xcen na ro - npenoc’ralm Ha' Bmomwem B 15-mieneH CPOK OF i

 HOJy4aBaHETO My,

. (5) KM nckanero no an. 3 I/I3II'BJ[E[PITEJISIT npenoc'ram[ CTaHOBHme or KoeTo Ja e Bmmo naJm,,‘

S ”ocnopna TIaHIAHMATA KK YacT OT TAX KaTo HebIKUMY., . S
(6) JIEEIEBHOTO 3ABEII;EHHE B'B3JIO7KI/ITEJI uMa: npano na oncaxce rmamane o an 3

KOTFaTo HCKaHETO 3a TUTaNiane € ocnopeHo IO MOMEHTA Ha OTCTpaHsBaHe HA NpHYHHATA 38 0TKa33.

(7D HesaBucamo 0T M3NON3BAHETO HA HOIII/BII’LJIHI/ITEJ’[[/I orrosopuoc‘rra 3a HSH'BJIHCHPIC Haa
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18 @y l'IpH c'scranme'ro Ha Hacmxmna I{OI‘OBOp ce npenCTaana cnennme ,uomen'm

XVIII 3AICJIIO'{I/ITEJIHH PA3lIOPE,I[BI’I

- Hexnapaims no L 55 al. 6 ot BJ'H'IXM (xoraTo e npmloxcmuo), /

. ¥,
‘\y/ - JlokymenTH no wr.'1 12 or 3011;
v
v

[apanuus 3a H3TBIHECHHAE; | :
« ; ' Texnplqecxo U L[e OBO _pezumxcenue, Hepas,uenﬂa YacT OT. ,uor‘onopa,

oK B TPH eIHO06Pa3HA CK3EMILIAPA Ha 6'bnfapcxﬁ €3uK — emm 3a
O 3ABEJIEHHE B’I:BJIO)KI/ITEJI

'f\

(2) HacTosmusT 10roBop

b I/IBH’BJIHI/ITE.JIS[n,a SHIEGRS

/ JIEYEE

Ap BJlaroMn h 3

[3anunuena nHdopmauums Ha
“|locHoBaHwue 4n. 37 ot 30T

'3annuena MHd)opmau,vm Ha
ocHoBaHue yn. 37 ot 30T

3ar|w-|eHa I/IHd)OpMaLl,I/IFI Ha
ocHoBaHwue 4n. 37 ot 30I1

i "Maqui

- "|3annuexa I/IHdJOpMaLl,I/IFI Ha
ocHoBaHwue yn. 37 ot 30I1

‘ A;moxa'r

w1 eoprnena
m..nnouo HK
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MunucTepeTBO Ha 3mpaBeonasBaHeTo Page 1 of 4

HacrosuoTo npeanoxeHue 3a nansnHeHve Ha nopsYkaTta e noaaneHo otr: "COPAPMA TPEMONHI™ ARl

v noanucaHo oT: UesaH Naenos Maenos

B kauecTBoTO My/vM Ha Jiuue 3a KOHTaKT

YBAXAEMU OAMU U FOCIOAA,

C HacToswWwoTo Bu npeacTassaMe HaWweTo NpeanoxeHue 3a U3nbnHeHe Ha nopbukaTta no o6sseHarta oT Bac npoueAypa 3a Bb3naraHe Ha

obLecTBeHa nopuka ¢ npeamer ", [locTaBka Ha nekapcTBeHU npoaykTyu no PamkoBo cnopasymexue Ne P1-11-62/01.02.2021 r. 3a

Hyxaute Ha CBAJI no nevcku GonecTu wlpod. Usan Mutes" EAL“" no cnegHata/ute HOMeHKNaTypu:

el
dopma Ha Mspka
ATC-xopn, 3abenexka
INN s npunoxerne _ PY
RSN p— [N R |
] -
K-o
Twproscko AKTWBHO OkoHuaTenHa
ney HanMeHoBaKWe B-BO Msapka onakoBxa
B CaHodpm ' (A% w.bda.be/RRaB/Qkies?documen BERaEIRA 7-04
Bunrapus ml (6000 syringes
EQOA. )
Bwnrapua ’ o :
Clexane 100 - 6 pre-filled
mg/ml - syringes
0.4 ml
(4000 1U)
Clexane 80 mg/0.8 - 6 pre-filled
BO1ABOSEnoxaparin napexTepanHall :‘JI)(BOOO syringes
Clexane 80 mg/0.8 - 2 pre-filled
ml (8000 syringes
[19)]
Clexane 60 mg/06 - 2 pre-filled
ml (6000 syringes
)
Clexane 100 - 10 pre-filled
mg/ml-0,4 syringes
ml (4000
u)
K-s0
Twproscko aKTUBHO OxoHuaTenwHa

nry HaUMEeHOBaHWe  B-BO Mspka onaxoska
c Saccharated e
Orcrpanu [BO3ACO02 napeHTepanHamg
iron oxide P B VIFOR

' (HATERw. bda be/iRges/storiet/documeris/bdias/2020-0
France, mg/ml -

®paHuyua 5ml

https://cop.mh. government‘bg/MiniBidApplication/Evaluate?miniAppId=1 8300&re... 09.09.2021 r.



MHHHCTepCTBO Ha 31paBCOIIa3BaHCTO

dopma Ha Mspka

ATC-kop 3abenexxka
INN oy PUNOXEHNE P
S f— —_— md

—_— -

BOSAA01AIbumin

napextepanHami 20%-100ml

¥

[Grempam Jposaso1Alunin

napexTepanHaml 20%-50ml

ABcTpuna

Baxalta

Vicnanus

Page 2 of 4

K-Bo
aKTUBHO
B8-80

Tvproecke
HawmeHoBaHue

OkoxuaTtenHa

NPy Mspka onakoska

Baxalta
Innovations
GmbH,

Biotest
Pharma
GmbH,
FepmaHua

CSL
Behring
GmbH,
FepmaHns

Instituto
Grifols,
S.A.,
Wcnanua

& (HpSAN w.bda. bg/R8L6¢ storiEWdocumdnts/bdias/2016-
ALBUMIN 100 ml

GRIFOLS 20%

Kedrion
S.p.A.,
Uranus

Octapharma
(IP) SPRL,
Benrua

BYN BMO-
HU3NB
EOOA,
bwarapus

K-s0
Toproecko aKTUBHO
HauMeHoBaHue B-BO

OkoHvaTenHa

ney Msapxa onakoBka

Innovations
GmbH,
ABcTpun

Biotest
Pharma
GmbH,
FepmaHua

CsL
Behring
GmbH,
lepmaHna

Instituto
Grifols,
S.A,

& (HetpMARLw bda.bg/#bes/stori@¥documdnts/bdias/2016
ALBUMIN mg/mil -

GRIFOLS 20% 50 ml

Kedrion
S.p.A.,
Wranuna

Octapharma
(1P} SPRL,

Benrun

https://cop.mh.government.bg/MiniBidApplication/Evaluate?miniAppld=18300&re... 09.09.2021 r.
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®opma Ha Msapka
ATC-koa 3abenexxa
INN a i NpUNOXEHHE i

O o | e

K-so
Tvproscko aKTUBHO OkoHuaTenHa
nrPy HavMmeHoBaHue B-BO Mnapka onakoBka

O B.Braun
Melsungen
AG,

Fepmanusa

Sodium PO
BOSBBO1 ] napeHtepaniam! 250 ml O Bakerep
chloride Bunrapus

EOOA,
Benrapua

B4 Buodapm & (PSRl w bda bg/Rrfes/storits/documdBs/bdias2016
MHskeHepuHr CHLORIDUM 250 ml

Al BIOPHARM
bvarapus

K-po
Tobproecko aKTUBRHO OxoHvaTenHa |
npy HaUMeHOBaHWe B-BO Mspka onakoska

O Alkaloid —
INT d.o.0,,
CnoseHnusn

O B.Braun
Melsungen

Sodium AG,
BOSBBO1 napeHtepanHaml 500 mi Fepmannsa
chloride S

[0 Bakcrep
Buwnrapua
EOCOA,
Bwnrapus

B Enodapm I (MATRIAw bda by/Ardeustories/docum@s/bdias/2016-
NHxeHepuHr CHLORIDUM 500 ml

Al Biopharm
Bvnrapua

K-Bo
Tvproecko aKTMBHO OxoHuaTenHa
nry HauMeHoBaHWe B-BO Msapka onakoeka

O B.Braun
Melsungen
AG,
Glucose, F"fp’n’nnauvlyu

: BosBBOZSOdium napexTepanHami 500 ml O Bakcrep

’ Bbnrapus
hlorid
chloride EOOJJ“

Bvnrapus

& Buodapm & (Hapaoms8 2 %Bdh b/Aitages/storf@Y/documdnts/bdias/2018-
UrxeHepuHr Sodium +0,9%

AL, Chloride 0,9%  -500ml
Benrapus Biopharm

https://cop.mh.government.bg/MiniBidApplication/Evaluate?miniAppld=18300&re... 09.09.2021 r.
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dopma Ha Mspka

ATC-kopa 3abenexka
INN ey NnpUnOXEHVe __i PY
PO R | U o |
o i
K-so
Tuproscko aKTUBHO OwoHuatenHa H
nery HauMmeHoBaHWe B-BO Mspka onakoska 8
O B.Braun
Melsungen
15%-500 AG
BOSBCO1MannitoI napeHTepanHaml '

ml Fepmanun

M BuodapM & (ARANNNIQbda be/BRATEY storf¥kocumdnts/b dias/2018-00]

UrkeHepuHr BIOPHARM
AL, 15%
Burrapus
K-so
Toprobcko AKTUEHO OkoHyatenHa H:
ney HauMeHoBaHWe B-BO Msapka onakoska B

OTctpamm [BOSCX01Glucose  napemrepanmami  40%-10m 2 Cobapma  (HihaSPS%w bda be/itghs/storie@liocumeMbdias/34353d

AL, Sopharma 10 ml
Buwnrapua
Glucose 40%- m 5 C
Sopharma 10 ml
Potassium
sy BOSXAQ . napeHTepanHamg
t onycku | chloride
K-Bo
Toeproscko aKkTuBeHoO OxoHuaTenHa H
. npy HanMeHoBaKve B-BO MrApka onakoeka B
Sodium . ) i ) ) )
BosXAoz hydrogen napentepantamg M B. Braun & (PSR w. bda.bg/iBhiges/storidB@ocumenits/bdias/20 15-02[d
Melsungen Bicarbonate g/100
carponate
AG, 8,4% Braun ml - 20
Fepmanua mi

]

«
25 |
<

1. fleknapvpame, Ye CMe B CbCTORHKE A3 U3MBIHAM KAUYECTBEHO MOPLYKATA W B NBHO CLOTBETCTBME G TexHAYeCKaTa cneundukauus n
V3VUCKBAHUATA HA BL3NOXUTENS.

2. ,E\eknapupame, 4e KbM AaTaTa Ha BCAKa focTaska Ao nevebHute 3aBeAeHUR - BBINOXUTENM OCTATbYHUAT CPOK HA FORHOCT Ha

NPEANOXEHUTE OT HaC NEKAPCTBEHM NPOAYKTU L & He No-KpaTbk oT 140 % OT 0GABERMA OT NPONIBOAUTENS.

3. deknapupame, 4e KbM AaTara Ha BCAKa A0CTaBka A0 NevebH1Te 3aBeAEHNA - Bb3NOXUTENM OCTATLYHUNAT CPOK Ha rOgHOCT Ha

NPeAnoXeH1Te OT Hac BUONPOAYKTM WnnM BUONoAOGHU NPOAYKTH e e He no-kpaTuLK o1 420 . %% ot oGsBeHus oT
npoussoauTens.

Aata: 10.07.2021 r.
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HacTrosauloTo yeHoBO NpeanoxeHne e nogageHo ot: "COGAPMA TPEWAVHIT AL
1 NnoANncaHo oT: Ueax Maenos Nasnos

B kauecTsoTO My/vM Ha Jluue 33 KOHTaKT

YBAXKAEMU JAMU N FOCNOAOA,

C HacToswWoTo By npeacTaBamMe HalweTo USHOBO NpeanoxeHue no obsseHara ot Bac npoueaypa 3a BbanaraHe Ha obLiecTseHa nopuyka
¢ npeameT ", JlocTaBka Ha nexapcTeeHn NPoAykTH no PaMkoso cnopasymenne Ne PA-11-62/01.02.2021 r. sa HyxawTe Ha CBAJ no
netckn 6onectn ,,Mpodc. iBan Mutes*” EAQ“" no cneaHaTa/Mre HOMeHKNaTypu:

~
- K

Axavomo-Tepanestuied  MewayHapOAHO HENATEHTHO ®opma Ha Msapka /mg, tabl.,, 3aGenemxa Epa.uevabes Ep.ueHac
xoa /ATC-koa/ s s HavimeroBanue /INN/ s __ npunoxeHne —i—ml/ s __s — AAC 1 AAc
BO1ABOS Enoxaparin napexTepanHa 1V} 0,000798 0,000059
BO3ACO02 Saccharated iron oxide napexTepanHa mg 0,106447 0,127736
BOSAAO1 Albumin napexTepanHa mi 20%-100m!  0,817207 0,980648
BO5AA01 Albumin napeHTepanHa mi 20%-50ml 0,925035 1,110042
BO5BBO1 Sodium chloride napexTepanHa ml 250 ml 0,004867 0,005840
BOSBBO1 Sodium chloride napesTepanHa mi 500 mi 0,002550 0,003060
B0O5BB02 Glucose, sodium chloride napeHTepanHa ml 500 ml 0,002267 0,002720
BO5SBCO1 Mannitol napeHTepanHa mi 15%-500 ml  0,004017 0,004820 E
BO5CX01 Glucose napeHTrepanHa mi 40%-10 ml 0,066133 0,079360
® Potassium chloride napexTepanya mg
BO5XA02 Sodium hydrogen carbonate napeHTepannHa mg 0,003644 0,004373

o]

MpeanoxeHarta uexa e onpeaeneHa Npy NbNHO CbOTBETCTBUE C YCNOBUATA OT A0KYMEHTaUUATA NO npouenyparta. 3agwmkasame ce, ako

HaweTo npepnoxenue 6bAe npueTo, 6@3ycnoBHO 4a U3NBITHABAME U3UCKBAHUATA U 334 BIMKEHUATA, NOCOYeHU B pPaMKoBOTO
cnopalymeHne n gorosopa.

Hata; 10.07.2021 r.

https://cop.mh.government.bg/MiniBid Application/Evaluate?miniAppld=18300&re... 09.09.2021 r.
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