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I IIPEI{M;ET I/I CPGR HA J.[OI" OBOPA

g ‘I.rl 1 ’(1) ':Jmlmsno SABEEEHPIE Br,snomrrm‘ anara, ’
S samsmaaa a2 HBB'pr]IH Aocrasxa Ra c.ndmm're neKachBeHn npqzxym

O%éogganosnmaNel RS

| AmaTomo- Memaynayonne

\.| TepaSmeBTHYEH KOJ | HEMATEHTHO. '
IATCxop/ =~ naumonaﬂ‘ Ve‘lINN/

- [Ao3mD01 E Papavenne "napeu‘repanﬂa 125 )

s (2) I[oronopw BJIHBa B CHJIa OT JxaTaTa aa nozmncsane'ro My m zme're chaHu n e c:sc cpox no‘ :
S 31 12 2021 . ' S ok : Rt . :

-0 LA03BAOL. . .| Atropine < ’ o ,napemepanua o 250 . -
| AO5AAO2 - Ursodeoxychohc acid _nepopantia Tq-apga 625001
~ |'A10ABO1 - ' -|insulin (human) _ _| napewTepanya '
L AL0ADOL G lnsulin(human) .| napexrepanHa
T TAIIDAOT . | Thiamine ‘*‘napmrepanm lmg:
ERAE e A11HA02 U Pyndoxine napeurepa;gua v lmg

< II I.IEHH H GBIIIA CT OﬁHOCT HA }IOCTABKHTE l'IO IIOI‘OBOPA

G ‘I.u 2. (1) I_IeHaTa Ha crom're o i, 1 e cm"nacuo uenono npennoxcerme Ha H3ﬂ'BJIHHTEJL$I o
i Hepas/ielHa 9acT OT 0TOBOPA. : P S
~ (2) Lienara Bunousa croﬁHocrra Ha c’roxcara onalcom(a, 3ac*rpaxoaka n TpchuopT .IlO JIE‘IEBHOT O' :
- 3ABEJIEHME - B’B3JIQHCHTEJI NpH MAHMMajieH CPOK Ha m.anoc'r HE IIO-Kpa‘I"BK 0T 40 % o1
5 aﬁanenm OT nponsnonmenx 3a nexapc-rnenmc THPOIYKTH WA He ne-xparm o1 20 % or obsBesus or - -
' IIPOM3BOIHTEINS 38 Gno&rpo,uynn*re win 6nono.aoﬁnme TPOAYKTH. Mnmma:mnﬂ'r cpox Ha mzmocr ce’ j S
ane.nellﬂ KEM ,aaTaTa Ha mmca nocranxa Ha nelcapcmn npoaym: k;f e : o SR




. ,,,(3) b

o

(5) Oﬁma'ra croi‘mocr Ha ,uocTaBKnTe o noronopa € 1o 410.95 (qemupucmomuu u.0ecem neea u 95 g

cm.) nea Ges Bkmoqen ,I[L{C H 70 493 14 (uemupucmomuy aeeemOecem u mpu neeq u 14 cm ) JIeBa c

- BKIOYEH 1121C

(4) Llenara o ,uorosopa € (bmccnpana, HE nozmem Ha npewma 3a CpoKa Ha ,uencnme Ha noronopa,'
ocnenncnyqame Ha 116 o1 30H : : : o -

(5B ‘crmydaii, 9e mpes BpeMt—;To Ha eHCTRUE Ha G’I:()TBCTHIHI noroxop c‘ronnocrra, Kosrro cne.msa Aace .
-3alUIaga ¢ nyﬁnmnm CPCACTBA HA JIEKAPCTBEHH MPOIYKTH OT Tlo3uTHBHEA JIEKapCTBEH CIIACHK CTaHe:

O-HHCKa oT Iroronopena'ra, .TIe‘IC6HGTO 3ane,ueﬁp1e B'B3110‘)KI¢ITCJI 6e3yCJIOBHO sannama IICKapCTBCHHTC

g npoz:ym Ha IO-HACKATa cmileOCT, CYMTaHO OT: : : « ‘
~ - jAaTata Ha BIM3aHE B CHJIa Ha pemeHneTo Ha HaHHOHaJIHHﬂ cmae'r no ue}m H penmﬁypcnpaae T
- Ha JlelcachBeHnTe npo,u;ym{ HCI_[PI[II) . : S

- Jarata Ha aKTyaJmanmaTa Ha Hosumnmm nekapcmen cnncmc 0o pe.ua Ha L. 57 an lor

Hape;z(iara 3a - ycnommraf TOpaBAnata W pena 3a perympaﬁe M pemcrpupaue HA TeHuTe Ha

Hexapcrneﬁm“e IPOAYKTH (HYHPPPLIJIII) 3a nexachBeHnTe npo,aym c HaMajleHa - cToifIHocr 3a¢ e Y
enaxonxa, HA3YACNCHA HA. 6a3apetbepenrﬁa cmﬁnocT SR o e
e B cnyuante no TIPEAXOIHOTO ‘H3peyeHue, cmmiocm ce onpe,uemx I('BM MOMCH'I‘a Ha nocramcara*. RN

' (no.tmncnaﬂé Ha aneMo—rrpe,uaBaTeJIeH nporoxon) E g R ; ; -,

B
T

JIEYEBHO 3ABE}IEHHE B'B?..}IO)KHTEJI no uocoqcﬁa'ra B tm 15 al 3 ﬁaﬁr«ma cMeTxa Ha

. M3UBJHHTEJSA. e
- (2)3amamaHeTo HA CTOKHTE IO zloroaopa ce nsmnmna OTJImero a cpoxc ;m 60 /mecl‘;xece'mz/ ,neH o
‘_'f,men TIpS/ICTaBSHE . Ha cne,zmme noxymen'm .

. Jocrasna $axTypa, crcTaBeHa camaca > nancxcaaﬂma ua 311)1(? " [11‘13 H)IC’
2 HPKCMaTemesnpe,uanarejmn npoToKos; - : » :

: v»‘l,": L

IV CPOK HA nOCTABﬂHE

oq)mmanﬂn npeno;m Plsﬁpoeﬂn're JOKYMEHTH Ce npencrana'r B CHOTBETHOTO 3BCHO, - OHPEIEICHO OT

m. YCJIGBMI/IHA‘II/IH HA IIJIAI_[[AHE |

T 3 (l) Hnamaue:ro no HaCTOﬂIIIﬂH ,uoroa@p ce mmmecrnasa TipCB Gamcoa IIpeBO;lI oT crpaHa Ha

= nMydait, de NOCOYeHATE B WL 3, am 2-:fztorcymem ca’ Hepcnom mm He ca mmmemaann,ﬁi
.. ChInUTe ce Bp’bma'r HA I/I3H'LJIHHTEJB! € IPHEMATENHO — npe,ttanarencn npo'rox(o.n 3a nsnpamﬁe ma

- HEpeJHOCTHTE. CpoKsT HO WL 3 aJ'l 2 3anqua Jxa Tet{e 0'1‘ na'rara Ha npenc'ranme'ro ‘Ha. uocne;mna )
‘:"naacxyemcenoxymeﬂ'r BES L ‘ ' e

. (4) Ilpn qxamypnpaue Ha 3asmenn-re xonnqecma Jielcapcrnenn npozrym, oo chxa or,ue;ma saamca, .
. IleHATa HA ONAKOBKAa HE cnemaa na wH:,«1‘11,1311111a.rsau onpcnesleﬂara B l‘Ioam'nm-mx TCKapCTBEH CHMCHK:
T I'_[pmloxcenne Ne 2, pecbepenma c'mﬁnncr Ha ‘OHNaKoBKa 33 %omm 1 Kagcmen ;Ipo,z:ylcr 'chnyqa:ﬁ
Ha A3YMCIABAHE Ha CTOHHOCT no—BHcoxa oT pecbepenmam cmifmoc'r Ha ONaKoBKa 3a ctome'mnx ey
‘ nexapcmeﬂ nponym‘ CTOMHOCTTA cE HamaJIsIBa H 3arulama 110 cToﬁnocrra Ha onaKomca onpe,uenena B =

- HosmBHus JIeKapCTBeH cnncm(- Hpnnoxceﬂhe No L o o '

SR Y 4 (1) JIE‘:IEBHOTO 3ABEAEHI/IE B‘hBJIO)KI‘ITEJI 3aannna Heoﬁxomm*emy xonnqccma ST
¢ HHMCMeHa 3asBKa JO HSI['LJIHHTEJL’FI 3asm1caTa '©€. BpBUBA JIHUHO CPEmly. TMOMUMC. Ha
" A3MBJIHHATESA wm YITBIHOMOMICHO OT Hero Jmue mm de mnpamg < npenop'waﬂo nacmo c
obpatHa paarmcxa, o ¢a1cc HITH IO ENEKTPOHEH nm* :
- (2) Besika otienna noctaeka, ciesipa Aa Onie nocTaBeHa B cpox o7 Ica.uen.z:apnn mm cnen nonyqanane e
_ Ha 3ajBKATa OT JIE‘IEBHOTO 3ABE,11EHHE B’L3JI())KI/ITEJI W 32 KONMHCCTBATA ¥ OmaKoBKHTE
e '(cwﬁpaano Komcpemme nexapcrsex-m upozxylcm HOCOYEHH B TEXHHYECKOTO “APEJUIOXKEHHUE - Ha o
.nsmmm*renx) -TOYHO ONPCHENCHH B sasBKara. B ciyuait, ye ce nmpasu mepBa- nocrasxa oT. na,nena i
e ‘napmna Ha JIEKapCTBEH TPOAYKT, C&: TIpENCTaBS Ceprm;xmcar 3a ocnoﬁoxmasaue Ha napruiara, usiaies ‘o
. oT" Knanmbmmpano Jmie: 1o SJIHXM Ha  eNeKTPOHeH HOCHTEN HIH IO “JISKTPOHEH - BT HA
| -eNEKTpOHHATa Noma, ocoueHa KaTo. azipec 3a Kopecnonnenuna, npnnpyxccn © TIpeBox Ha GLJITaPCKIfIk
. e3uk OT (upMa, cxmoqnna ZI0roBOp ¢ Mmmcmpcmo Ha-BEHIIHUTE paGoTH 3a H3BBpIIBAHE HA

L JIC%6HOT0 BBBCJ.ICHKC B'bSJIG)KI‘ITeJI HPH CJICJIB&II[K JIOCTEBKH Ha JleKapCTBEHH IIpO,IlyKTH OT c'hma‘ra .k, N



N (3) B cnyqan Ha Heoﬁxonmoc’r OT cremsHa JOCTaBKa, JIE‘IEBHOTO 3ABEJIEHI/IE -
13’[)3JIO)KHTEJI noco4sa Hsputme B 3asBKara, 4e € Heoﬁxolmmo ‘nAa 6Bae HBB'meeHa cremnHa.
noc*ramca B TO3M cnyqaﬁ ;[ocramca'ra cnemsa na 6uae nsm,pmena no 6 aca oT nonyqanaﬂc Ha 3asn;1<a'ra

H 3a KOJMYECTBAaTa M- OTaKOBKHTE - (czoﬁpasuo KOHKPETHHTE JNIEKapCTBEHH IIPOJYKTH, TOCOYEHA B Lo
. TEXHUIECKOTO HPEAIOKEHAES Ha M3HbLIHATENN), TOTHO ONpPeIC/ICHHU B 3aABKATA. . ‘

T (4) HSH’BJIHHTEJHIT ce ‘3aABIDKaBa, B CpPOK 1o 1 paboren zeH, B cnyanTe noar2uB cp01c 101

~* . uac, B CydaMTe Ha L '3, cilex MONy4aBaHeTo Ha BCsKa 3asBKa Aa YBELOMH IHCMEHO HJIH 1O q)alcc R
- JJEYEBHOTO 3ABE,EHI/IE B’BSJIO)KHTEJI B cnyqan e HE MOJXKE a M3BBPHIM JOCTaBKa WA

‘B cnyqaﬁ qe- He MOXKeE a3 cnasu CpOI('bT 3a H3B’LpHIBaHe Ha JOCTaBKAaTa, upezwe'r Ha KOHerTHaTa 3a$[BKa

() KsMm na'ra'ra Ha BCAKa I(OCTaBKa, oc:'ran,qnm cpox HAa FOAHOCT HA nexapcmeﬂn're NpPoIyKTH, cnemaa ,; .

~ Jia GB/e He HO-MAaTbK OT 40 % /qemplmece'r HA cTo/ OT 00SBEHUS oT HPOH3BOAMTENS. -
-(6) KbMm JiaTaTa Ha BCAKa AOCTaBKa OCTATHUHMAT CPOK Ha I‘OJIHOCT Ha Guonpoz[yxc'r 128)12§ 6H01‘[0,ZI06€H '

o npo;[ylc'r cnensa aa Gbae HE I0—MAITBK OT 20 % /mBapeceT Ha. ‘¢10//0T 06IBEHAA OT TIPOU3BOJUTEIIA.

- (7) -3a  KOAHMYECTBA JOCTABEHH H3BBH 3anBKa'ra no Wi 4 aﬂl JIE‘IEB;HOTO 3ABEI[EHPIE =
~B'L3JIODKHTEJI HMa. 3amBbIKEeHYe 33 wiamase. -

. (8) B cnyqame no wi. 10, an. 7 ot }-IOI‘OBOpa, CPOI('BT 1o a. 2 H 3 3anqua Jla Texié OT .naTa'ra Ha i

-~

- memenoTo chrnacue Ha .HEI]EBHOTO JABEJEHHE - B'LBJIO)KI/ITEJI\ |

' v MSICT(}HA ,uo(;TABE

Y, 5 (1) 3a MsCTO, Ha nocmmne Ha cyomre o TOSH zxoronop ce onpeneym cnemmx anpec rp Codma,

“TIK 1606, Gy “Axan. Usan [emos” Ne 11 - Anrexa-

Gk - (2) PuckeT OT CIyHaiiHOTO HOTHBANE HIH TIOBPEKAAHE HA i:-romre npeMnHaBa B'pry JIE‘IEBHOTO e
3ABEJEHNE — BB3JIOKHUTEJ ot 'MOMEHTa Ha npnemaaem HM Ha Mncrom Ha z(ocTanﬂe c

e 3. IIpa nommcnaﬂem Ha noroaopa na npencrann Ca f‘ |

ffnpnema"renﬂa-npc,uanal"enen np(rrolcon (PN L

VI ?‘V:;;"'TA‘HAAGCTAMHEHACTO* E

o ‘I.m 6 3a na:ra Ha JIOOTaBSIHe ce c‘m'ra zxaTaTa, Ha J«)m c'roxm*e ca ,zxocranenn 110 anpeca nogoqen B tm '

.

J‘ -  5, an. l npnycnonmrranatm 9 L. 2

VII SAlI'LJBICEHHﬂ HA H3II’LJIH?ITEJUI

i :;tm 7. ﬁmwmm‘mm ce sambmxaBa;

1, Ja noctaeu crokute B Iloronopemm cpex ia A8 ) ™ npenane HaﬂlE‘IEBHOTO MBE,IIEHHE = B
 BB3JIOKHIEL. ,

2. Ha npena,ue croxn:re, naxempanu n MapKnpaHH B cxmaemmt mm, Kommecmo H Kaqecmo Ha
MacTOTo ‘Ha JJOCTaBsHE. RN . i

a) noKyMeHTH 1o wi. 112; an. 1 or 3011 i

;.. ©) rapammms 33 H3ILIHEHHE, B ¢AHA OT. q)ophm'm,“ Onpeiteﬂeﬂn B UL 111, an 5 o1 30H cre CPOK Ha,

" BamiHOCT 60 IHM Clie H3THIAHE CPOKa Ha AoroBOpa, KOSTO C€ anoﬁomana B cpox 10 60 M cnex .

o nsm,n}le}me Ha i0TOBOpa. B cnyqaﬁ e BaJmmmc'rra Ha rapanuma asma HpeJm lIOI‘OBOpa aa 61,11: e b
' maneaen, H3HBJIHUTEJIST ce saxsmnkasa Aa. YABIDKH CpOKA Ha BANHAHOCT ‘Ha TapaHUmATa C .

i TOJIKOBa JHH, TaKa 49€ rapanunam ,na norcpuna O‘IaKBaHKJl CPOK 33 Ksmﬂmenm‘: Ha ,zlorOBopa wnoc 60. .
o Pivii I‘apammm'a € B pasuep nn 3% or cmﬁuocm Ha noronopa 6e3 MC H nbsnnaa Ha 12.33»-. SN e
" nmema. e T e
() Jla nocma Jlexapcmenn npomm KOH'FO OTI‘OBap}IT Ha u3nc1cnanma Ha 3a1<ona 3a e

nexapcmelm're TIPOIYKTH B xymaHHaTa meanuuna (3JIIXM) — na NpHTEXABAT BJIMIHO pa3pelicHAe

| . ‘a3 ‘ynotpe6a B cTpaHaTa, M3Ja/icHO IO peja Ha - 3JIIXM mm PerJIaMCHT (EO) No 726/ 2004 r.Ha o

- Esponeiickns napiament u Cspera /. 23, ar.1 na 3MIXM/. 2

) Ha AocTaBst JICKapCTBeHH Hponylcm KOWTO ca BKqueHu B Hpmmxcenue No 2 Ha Hozn'mnnuxh o
JIeKachBeH CIACHK. o : ’

~. . (6) B ciry4aii; 4e ce npaBu m;pna nocra.BKa ho. nam:na nap'rmxa Ha Jlexapc'meﬂ npo.ztylcry aa. npencrasxk N

*,Cepraduxar 3a ocBoGoXKAaBaHe Ha NapTUAATa, M3AANeH OT manntbnunpano nape o 3JIIIXM ma -

f’eneRTpo:{eH Hocu'ren mm ‘no- enemponen ObT Ha enempomia'ra noma, nocoqua Ka'ro a.upec a -

s



Qo Ha OHHC&HOTO B Ha(:"lI)iIIll;IfIﬂ7 I[OI‘OBQp

‘ .;xopecnonnemma, npm:pyxceﬁ C IpeBOA Ha 6Brapckn e:mx oT (bana CcKmoumIa noronop c
: Mnnncrepc*mo Ha Bmmmn're paﬁom 3a nsn'bpnmaﬂe Ha O(pnﬁnamm IIpeBOJIH

‘ Vm 3A211,mnhﬂ HA JEYEBHOTO 3ABEI[EHI/IE B'B3JIO)KI/ITEJI

‘rlJl 8. JIE‘IEBHOTO 3ABE,I[EHHE B'IxBJIO)KI}TEJI ce 3aIerDKaBa

I I[a HpI’ICMC I(OCTaBeHHTC B'CpOK H Ha M’ICTO CTOKPI C'LOTBCTCTB&HIH 110 BI/I,II, KOJIPI‘I@CTBO B KauecTBO - -

R

2. [Ma 3aIIJ'IaTPI ,ItOCTa,BéHHTe CTOKH TI0 pena Ha wI. 3 oT Hacrosmma noronop > :
v 3. Cnen npmmmaﬂe HINBITHEHAETO Ha ,uoronopa Ha ocBoﬁo,zm r‘apaHuwITa 3a mnmmeﬂne 6e3 z[a S
ABIDKA TAXBA 3a cpolca, npe3 Kon'ro cpencma'ra Saxomro ca npecroxnn y quo ‘ :

IX HPI/IEMAHEHIIPEI{ABAHE HACTOKI/ITE -

,'qn 9. (1) l'[pnemanem Ha cmmne ce nsB-f,mea Ha ch‘roro Hg nocramme nomqeno B L. 5 arf 1

(2 M3NBJHMUTEIAT wm - ynumordomeﬂ 0T Hero. IIpelICTaBHTeJI W mpencrasuren Ha,k{-f'if ;
.. JJEYMEBHOTO 3ABE11EHEE B’BSJIB)KHTEJI IIOJIIMOB&T IIpHCMaTCJIHO-‘ﬂpenaBaTeHer o
e j'npOTOKOJI, YIEOGTOBepﬂBaHI nonyqanane'ro Ha croxm‘e T o S ,

Xq KA‘IECTBO l" APAHIII/II/I 5| CPOR HA I"O()CT

Ieh 51{;1 10 1 leeme, npemwe'r Ha Hacrosxnmx zxorosop, cne,maa ,na orronapar Ha Hsncxnaunma ‘HA qn ; =

. 7.an4mus.

o (®) KnM narara na ,uoc'ramca'ra, oc:ra't'bqnm cpolc HA ro.zmocm: Ha nexapcmenure nponyxm c:renna na e

_6be He MO-MATEK 0T 40 % /qempmce'r Ha CTO/ 0T oﬁmm OT NPOU3BOAMTENSL. ©

. (3) B cniyuait Ha NOCTABKA Ha JIEKAPCTBEHAN IPOIYKT € HO xpmx or norokepemm cpoxcyna romioer Lo

2 IliBJchnmaTa HeyCTotiKa Ja Ob/ic HPOMEHEHA, KAKTO crepga: ,
' ~ 0739,99% 110 30% - 3 % BEPXY CTONHOCTTA Ha nocTaBKa'ra,
.'0t1.29,99% no 20%-5% BBPXY CTOHHOCTTY Ha ZIOCTABKATA; - S

" o1 19,99% 510 10% - 7 % BEPXY CTOHHOCTTA Ha nocraBKaTa, o o i
- 1071 10% - 10 % BpXy CTORHOCTTA Ha JIOCTABKATA. - e

@ Oc'ranqnmn ‘CPOK Ha TOXHOCT Ha GHONPOAYKT /6140110:506&1 npo.zwlcr cnem;a na 61:;1&: HE 10— :“i '

MATBK OT" 20 % /mBaneceT Ha cTO/- OT OBGABEHHA OT nponsnonnrem KbM na'ra"ra Ha BCAKa JOCTAaBKA.
- (5)B cnyqan Ha JI0CTaBKa Ha 6n0upony1cr/6nouon06mx npo,u;ylc'r c Ho — Icparmc or noronopem cpmc
- ' Ha TOXHOCT, ALDKAMATA HEYCTONKA € KaKTo CllefBa: , R . Ch
A 01 19,99% 10 10% - 2% BBPXY cToliHOCTTa HA noc'ramca'ra - f, S . R
ot 9, 99% 1105 % -4 % Bspxy cmiinocﬂ‘a Ha;locranxa'ra, T Ty sk "j' T
. 1101-5% - 6 Y% BHPXY CTOMHOCTTA HA MOCTABKATA. - = - Sty Vo

- 1(6) JIE‘IEBHOTO 3ABE1EEH17[E B'B3JIO)KPITEJI Mome naommlce aneManero Ha croxcn're alooj’f |
B IeHs Ha TAXHOTO npncmraae nnu Hpnemane oc'ranqmm _CpOK- Ha I‘O,E(HOC‘I‘ € ﬂO ~ MAaITBK OT wal
T onpe,zxcnemnqn 10,an. 2. n an, 4 MMHHMANEH CPOK HA TONHOCT. SRR

(D llocraBKaTa Ha nexapcmen NPORYKT.. < OCTaThieH CPOK Ha rozmec'r no-ma.m;lc or 10 Ha CTO or

e oﬁm;cnnx mnponsnonmenx HHa 6nonponyxr/6nono.no6cu npomncr C OCTaThucH cpmc ‘Ha ro;moc'r Ho- -
'MaJIBK OT 5 Ha CTO OT oﬁsrneﬂml oT npoﬁanamenx ce- Hamapmlsa camo ¢ HHCMEHO ' ChruacHe Ha .

2 JIE'—]EBHOTO 3ABE11EHHE B’BMO)ICHTEJI 38 KOHKPETHO KOJHYECTBO, ‘OIPEJEIIEHO ¢ OT Hero,
.~ be3 m3puuHO THCMEHO CHIIIAcHE Ha JIE‘IEBHOTO 3ABEJ_[EHHE B’I)BJIO)KHTEJI CTOKHTE Hma -
Iia GBOaT 3aIUIamaHy.. T
~ (8) HickaHeTO 3a OMCMEHO c'brnacne B cnyqam‘e ‘Ha an. 7, cnem;a na TIOCTBIH B JIE‘IEBHOTO'

g .3ABEJIEHI/IE B'BBJIO)KPITEJI B cpok 10 1 (ezmr-l) paGoTeH JieH OT. nonyanaHe Ha 3aanxam i e
SR (9) B cnytlame Ha cnem}m noc*ramcn uocoqunTe B an 3 HaLS5 Heycmﬁlcn He ce nplmarar R

XL OTI_“OBOPHQC’F'SA» HETOYHO mnmnmm:.' PEKJIAMAOMM -




o ‘I.m 11.(1) JIE‘IEBHOTO 3ABEl[EHI/IE BB3JIO)KHTEJI MOJXKe Jxa npenslB;IBa peK.uamaunn npe;l B
,I/ISII'bJIHHTEJIH 3a:. '
- a) KOJIMYECTBO U HEKOMILIEKTHOCT Ha cmrcm"e mm Textmqecxa'ra IlOK_VMeHTaI.IPIS[ (SIBHH He,uocran.un)
6) KagecTBO (cKkpETH HCIIOCTa’I'bHH) - . o :

- TIpH AOCTaBAHE HA. CTOKH HE OT noronopeuwl BHJ, IOCOYEH. B WL 1

- IIpH KOHCTaTHpaHe Ha ned)elc'm HpH ynotpeba Ha CTOKMPE: \
W (2) Pexnamauuu 3a ‘sSBHH HEZOCTATHIM Ha CTOKHTE Ce n:paBsrr oT JIE‘IEBHOTO 3ABE,Z[EHHE -
b B'B3JIO)KI/ITEJI BMOMEHTA Ha npenaBaHe'ro HM, 3a KOCTO ce chraBa l'lpOTOKOJ'I, nommoau H 01‘ ,zmere ‘

: (3) Pemamannn 3a CKpHTH He,nocra'rbun ce npanT npe3 uemm cpox Ha ro,zmocr Ha ,nocranenn're CTOI(H, '

‘:’KaTO pelulamauuﬂa ce nprmpyxcana Sa,LI'BH)KHTeJI}IO OT KOHCT&TKBGH l'IpOTOKOJ'I IfISJ.IalICH 0T 7,? o

M3nbiHuTeNHATA areHIms 33 nelcapcmaTa : : :
«@) JIE‘-IEBHOTO 3ABE}£IEHI/IE B'BSJIO)KI/ITEJI e J.'UI'I;)]‘(HO na ysenomn nncmeHo :

i "H311LJ(HI/I\TEJIH 3a ycraﬂone}mre }Ie(péKTH BS (neT) ITHEBEH CPOK OT KOHCTATHPAHETO UM.

. (3B pexgxamannme €€ IoCoYBa HOMEPHT Ha noronopa, TOYHOTO. KOJIMYECTBO. Ha nonyqeuhre crom c. |

»_J TeXHHA TapTHACH HOMED, ‘OCHOBAHHETO 3a pexnamauml H KOHer’I‘HOTO chane Ha JIE‘IEBHOTO o
o '3ABEI[EHI/IE B'L3JIODKMTEJI - [
o (GBS (1eT) AHEBeH CPOK OT nonyanaHe Ha pemauamwra, HSHWKT'EJIHT cnemaa na (rrroaopni S

o ra JIEYEBHOTO 3ABEAEHUE - B'LSJIO)KHTEJI nucmeno u Komcperno manu npneMa, -

;'“pexnamauumawmswmﬁpm.; G g,
“ - (7) llpH pexramauns 3a siBHA. HelIOCTaT‘hIIH I/ISII’BJIHHTEJIHT e mxeu B qpox or 2 paﬁomn aHA

- ‘ B’IsSJIO)KI/ITEJI .uo‘ypemaue Ha pemamaume

<ot NO/yyaBade Ha PeKNaMAIUNTA 33 CBOS CMETKA M PHCK A4 JOCTABH Ha MﬁcmTo Ha: ,uoc'raBaHe e

Ly

| KOIHMYECTBOTO JHNCBATM B JOCTABKATA / HEKOMILICKTHA JOFOBOPCHH CTOKH.

s (8) Tlpw pexnamanms 3a ‘CKPUTH HENOCTATHIM, B cuyqaﬁ ge - I’I?nMﬂTEJIHT e npnen L

> PeKIIAMATHAT, CHIAST € Jurisxen B 10 (mecet) AHEBEH CPOK OT HOMYUABAHETO i 1a JAMEHH OCTABCHHTE
' HEIOTOBOPEHH IO Bun / nedexTan CTOKH 32CBOS. CMETKA B PHCK AT IO npeﬂeﬂka HA JIE‘IEEH.TO fi

~ 2 -BABEJI,EHHE B’LB.IIO)RHTEJI ,na nﬁpae cm'rne'rﬂa‘ra ‘iaC’l‘ o'r mamﬂara neua, Benﬂo <
* INBIDKEMHTE JHXBH. . - e

. (9) U3bopst HA nocoqemrre no»-rope meomnocm na e Bl.pne CT:OTBGTHaTa wacr ot mlareﬁoro mm oe
~ J1a ce IOCTAaBRAT HOBH CTOKH NPHHAIJICKH HA JEYEBHOTO 3ABEII;EHHE B’LSJIO)I(IITEJI Hece .
|- YOpaXxwHsBa OT HETO oA (bopma'ra Ha IIMCMEHO YBEAOMJI ne ,qo H3lI'bJIHI/IT EJIH Karo paaxo,um‘e oo

PHCKOBETE HO HOBOTO ZOCT4BSIHE Ca 33 CMeTKa Ha. u3

{10) Croxknre, . npesMeT Ha pemamalma ce. %xpéﬁﬁisa*r o'r _JIE‘IEBHOTO SABEIIEHI/IE - i

xn. OTI‘OBOPHOCT l'lPH HEH3II’LJ]HEHI/IE - ,-l,;, s

’ "l.u. 12 (I) 3a HeHBH'bJIHeHHe Ha- 3am>m1cenmrra cu no Hacmsmma .uonpsop C mmoaexme Ha Te3u no' o

© . un 10, an 2 u an. 4, M3I'BJIHUTENIST fsmxe Heyerolika B pasMep Ha 0.5 % Ha nen BEDXY kR
CTOMHOCTTa Ha' xonxpe'ma'ra 3asBKa, HO He' nosede of 10 % (necer nponeﬁ'ra) OT CTOHHOCTTA HA = '

- KOHKpETHATa 3a51mca, KaKTo | oGescheHﬂe 3a npmpnenme geﬁcrnm‘emm Bpe,z:m B cnyqan're, Kora'm L
-TE. Ha.ZIXB'prBIT noronopenara Heyc'roi'ma B CIIyqaure 1o Wi 4, an. 3, nocoqeﬂa'ra B TIPEIXOIHOTO -
' ’nspeqenne HeycTolKa B pa3smep Ha 0.5 % ce. HAMHCIIIBA 33 Bcclm 4ac BPOCPOYHME, HO HE IIOBEYE OT 10 ..
% (neceT HPOLEHTA) OT c'rommcrra Ha KOHKpETHATa 3a9BKa, Ramo u o6e3mieTenne 3a npenpnenm* :

' NeCTRATENHN BpenH B cnyqan‘re 'KOFATO T¢ HATXBBPIAT noronopenara HeycTofKa: S
" (2) Korarto ‘npH HAIMYWE HA pex.uaxwamm, II3II‘BJIHHT‘EJISI’T ‘HE M3ITHITHH 3a.i11>n>l<ennﬂ'ra CH TIO S

. pasnmen XI or 'HACTOSIIHA JOrOBOP B. CPOK, %HIHS{T ABIDKH “Ha J[E‘IEBHOTO 3ABE,1[EHHE-
‘ B’bMO)KHTEJI Heycromca B pa3Mep Ha 2 % or ueHaTa Ha CTOKHTC 3a KOHTO ca Ha.upane}m

" peKnaManuuTe.

& ‘Kgnmme}me He noxpmza chmn nmmn ‘ot I/ISII'B.JIHI/ITEJISI Heyc'roﬁm JIE‘[EBHOTO R

, f(3) JIE'-IEBHOTO 3ABEﬂEHI/lE B’L3JIO)I€I/ITEJI ynonnemopm nperenunn're cH ornocrm

. HeH3BIHEHHETO HA - JIOTOBOpA, KaKTO # 32 3aIjalaHe HAa ' HEYCTOMKUTE ot CTpaHa - Ha
S PI3IH>JIHHTEJIH KaTO 3a/1bpika rapaHIiHsTa 38 nan'bnnemie no 4. 7, an. 3, 6yxsa “6” oT aorosopa, . .
KaTo - upe,unpuema AeiCTBASL 33 HEHHOTO. ycnomsane. B cnyuait, 4Ye CTORHOCTITA: Ha rapaHiusTa 3a




3ABElIEHI'IE = B’bSJIO)KHTEJI npnxnama JI'LJI)I(HMHTC CYMH or’ HaneIlIHH nnamamm KBM
H31'I’[»JIHI/ITEJI$I S

) IIpﬂ TPH OBTH BHHOBHA 3a6aBa Ha I/I3II'I)JIHHTEJI$I upommxa»ma c nonefle OT nonOBnHaTa or
'CPOKa 3a H3IBIHEHME HA' CHOTBETHOTO 3am:mxenne B. pamkure Ha Tpu Mecema JIEMEBHOTO
BABEJIEHIIIE B’B3JIO)KI/ITEJI Ima npaBo na npelcpa'm ,uoronopa ez[HocmaHHo c IS-nHeBHo'
TIPEH3BECTHE. '

(5) JIEYEBHOTO 3ABE}IEHI/IE B’BBJIO)I(’I/ITEJI uMa. npaBo ,txa npelcpam e)mocrpa}mo H fSe:;j o

nPelIH3Becme HaCTOSIIIlHﬂ ,uoronop B cny qai Ha. CHCTeMHO HETOYHO H3II'LJIII€HH€ Ha 3a1n>,rmcenma OT -

- ABHBJIHUTEJASA n NpelgBeHH TOBEYe OT TPH peKIaMalud B _pamMKuTe Ha Tpn Mecena OT. P

JIE‘IEBHOTO 3ABEJI,EHI/IE B’I:3.IIO)KI/ITEJ[ 10 pefia Ha rmasa XI.. : ;
(6B cnytlaﬁ 9¢ [0 OTHOILICHHE Ha I'I3II'BJ1HI/ITEJIH HACTBIIAT 060T05[TCJICTBaTa 1o 4. 54, an. 1 o ;
a1, 55 an. 1 or 3akonasa oﬁ'mecheHHTe NOPBYKH, JIE‘IEBHOTO 3ABE,T.[EHI/IE B'I)3JIOHCI/ITEJI 5

- _ HMaTmpaso 1a npelcpam eJIHOCTpaHHo HaCTO}IIlIHSI nomsop, 6e3 IHCMEHO npezmanecme u 6e3 na m,mlm G

Heyéroﬁm S /

5

xm eorchAOPH OBCTO"TE”CTBA

: Y. 13 (l) C'rpamn‘e no Hacrommm noroBbp He ,II’BJDI(aT oﬁesmmrme 3a HOHCCCHH Bpenn 78 38.[’)’6H SIhy
*aKo MOCTe/HUTe ca IPUIHHEHH B Pe3yIrrar Ha Henpeo,uoma cwma. o
@ Axo cTpaHaTa, KOATO € cleABaO 1a H3TBIHA cBOE chnne no noroaopa e Gnna B 3a6maa, -rx Helj -

- MOXKE z{a ce nqsoBaBa Ha HereDIIOHKMB. CI’UIa. )

- (3) “Henpeonomma cuna” MO CMHCHIA Ha To3H noronop e Heupensnneno n/m HeIIpeIIOTBpaTMO o

chﬁnme OT PISB'BHPCJICH xapaKTep, B’b3HI'II(HaJ10 CJIC.I( OKJIIO‘IB&HGT Ha n,oronopa i

(4) CTpaBaTa, 3acertara OT HelPeoXONIMMa CHIIA, € JUTEXXHA, ,uanpf:nnpneme BCHYIKH ,uenc'mm; < rpmr& G ,,
- Ha Il05’bp CTOl'IaHKH, 3a Jia HaMaT Jio. MKHMYM‘ TOHECeHUTE BpeIy U 3ary6p1 KaICTO H, a.ynqncmn‘ DRt

<o

HCMEHO Jpyrara. ch)aHa,:Bi 7-nriesen c;pmc rm;\uacnmanero Ha ;,Henp‘eononnnam cama. Hpy

! - or ToBa BpeI. Helrpeonomma'ra CHia Ce J0Ka3Ba OT 3acerHaTarta crpana ‘ene bep:m(pnxa'r 3a
Q)opcmaxcop, H3]a/IeH [0 CHOTBETHHS pez[ oT Komne'rem'mm opraH B n'bpx(ana'ra, B Kosrrp ca Hac'n,umm, o

Q)opcma;xﬂpﬂm‘e obcTosTeNnCTRA. | : 5

":';'Heynenomane B IOCOYCHHA B npemmnnoro mper{elme cp01< ce mmm oﬁesmerelme 3a Bacrkm»xmre e

(5) Hoxaro Tpae Herrpeoz[ommara cmxa, nanmemm Ha 3a,m,m1cermx'ra n cB'Lpaamre ¢ TS[X} 1  fk;

. HACPCIIHH Wmeunx ce cmupa. :
~(6) He npeacraeissa “Heupeononma cuzia” csﬁu*fne, npnqm{eﬂo Ho Heﬁpemmer mm qpes ymnm.m:uo .

. DeliCTBHe Ha HAKOS OT CTPAHHTE WIH TEXHH IPEACTARATENH #/WIH CITyKUTEIH, KAKTO B Henoc'rura Ha i

) napmmn cpencma Ha I/I3H'LJIHI/ITEJIH HJIE'-IEBHOTO 3ABE1[EHP]E B‘L3JIO}KI/ITE.II

XIV ClIOPOBE

R

qﬂ 14' (l) Bmanxﬂme npe3 BPCMCTPaeHeTO Ha lIOPOBOPa CHOPOBC P Pa3nornacm Me)lmy c*rpanm‘e S ,
- e pelIaBat upe3 HPeroBopH Mexcy Tsx. ITocTHrHaTHTe . J.’lor‘onopenocm ce odmpmrr B IIHCMEHa q;opua L

. ¥ Ce IPEBPHIIAT B Hepamenna 4acT o'r norosopa

- (2B cnyqaﬁ HA Heuocmrane Ha JIOFOBOPEHOCT 110 npenxo,unan ‘lJIeH, Bcnqxn cuopoae, nop(me}m or

i 'I'OBH JIOI‘OBOP mm omac ce RO Hel"O, BI(JHOHHTGJ’IHO CHOPOBCTG HDPOI[GHH 0’1‘ PUIH o*macamu 06 b1 (4} ’

Heronom THJIKYBaHe, Henencmnrennoci’ HEM3ITRITHCHHE HUTA TIpeKpaTsBane 1me 6naar paspemaaannﬁ o

cnope,t[ 6'5nrapc1<nTe MaTepHaJmn u npouecymmn monn oT xomre'remmm CBA MO pe,na Ha I‘HK

XV C’BOBI[IEHHH :
‘I.u 15 (1) Beuaku cxoﬁmemm Mexmy C'rpaun're cm,pzam»L c Hsn'wmeﬂne'ro Ha, 'roan ,aoronop ca, g
Ba.;mm-m, aKo ca HaNpaBeHH B MHCMeHa Gopma u ca TO/HCAHA OT YHBIHOMOIICHHTE npe,ucraBuTeJm &

- ga IBI'bJIHUTEJISA wni JIE‘]EBHOTO BABEIIEHHE B'BMO)I(IITEJI S Py
(2) ‘3a nara Ha cm.oﬁmenne'ro ce CMATA: S

R na’ra'ra Ha npe,nanane'ro npn pvmo npe,uasaﬂe Ha caoﬁmeﬁne'ro



v ' nararama nomeHCKOTo Kneﬁmo Ha o6paTHaTa pasrmcxa npn nsnpamane 1o. nomaTa, |

X

¥ jaTaTa Ha IpHEMaHETO — NPH M3NpaIaHe Mo (axc wm e-mail. - ~
- (3) 3a Banmmun anpecn 3a npnemane Ha cbo6meum ' 6amconu cue'nm CBT:pBaHIrI c HaCTO}ImHSI noroaep

ce cMATaT: - L B . S ETRREIG

- -’3A H3H'I:JIHI/ITEJI$I s - 3A JIE‘IEBHOTO 3ABEI{EHI/]E-
;Aﬂpec 32 KOPECTIOHICHIUSE: Tp. Cocbm, yr. BBIJOXKHTEN: '

~ JIvgesap CranveB 5, - rp. Codus, TIK1606, 6Oy ,,AKaIl Wpan FemOB” Neli.

- Codapma Bmﬁec Tayspe, crp A erT. 12 . e-mail: apteka@pedlamchospltal bg, Ten 02 8154213 :
_7en. 02/8133660 L Banka 32 iiena uHcbopMaLns Ha ‘

 axc02/8133 666 ' o - IBAN -\ oBanme un. 37 ot 30T
" e-mail ; ofﬁce@sonhannatradmg bg . BIG:

©sasamBkM: . . . - <

Yoo L7 IRRETRA ¥ NN P i o o - . ° I K e
AN A W WL A WAPAANE T RN A TS TN A TN e s ce E E - 8 K

S 4:3annyera nHpopmaums Ha e TR e 2
IBAN ocHoBaHwue 4n. 37 ot 30I1 S  “’:  L 5 - e R A

e . (4) Hpn upowma. na nocoqeum o aJI 3 a,upec Wi Gamcona cmenca C'bOTBeTHaTa crpaﬂa e mmxma na: R
B YBCIIOMH npyraTaB Tpmmenen CpOKOT npowma'ra I I R it i

; xvr npym ycmmlm

- CTpaHa, OCBEH B' clydaute Ha obesnieyarane (rapaHTnpaHe) Ha 3a.u1,mxeﬂnx 110 GaHKOBM KpETHTH.

o j" q.m. 16. (1) HpaBaTa u 3a,1u.mxeﬂma na Hac'rosmma noronop He Merar Ia ce upempm e;moc'rpauno : i
' Ha TpeTH IMna u HONOOHH AKTOBE HE TIOPaXKIAT IIPABHO ACHCTERE ‘6€3 THCMEHOTO, CHIIIacHe Ha npyrata SR

e @) 3a. Heypemefmre B'BIIpOCPI B Hacmmunx nor()Bop ce npmlara neﬁcmamom 6$.nrapcxo_f ,

S mononarencwo R R G
o] A S L LR N XVII IIOJ:(H:%EBJ{HHTEJIH S : Sl
e (npunoo:amo cauoe cnyuaume a8 koumo ‘usbpanus sa usnmuumen yqacmuuxenocauwz qe u4e S
S RSN nonaea naousnwmuma/tu npu cxmoysane Ha pwuxoeomo cnopas'ymeuue) - ‘

R e 17. a) no;msumnuTEJIMTE Ipnﬁna na OTrbBapr HA CROTRETHITE' KpHTEDHY 32 no.nﬁop 5

.. cpobpasHo BHJIA H Zena oT JHopEUKata, Koﬁro me. mnsn:umsa'r n3a Txx ,na He ca Hamme ocnoaa}ma a. .

'/ OTCTpaHsBaHE OT IPOLEypaTa.

. () JEYEFHOTO 3ABEJIEHHE - B’b?.JIO)KHTE(JI HamoKBa SaMANa Ha nonnsmmm'rm e

'KOHTO HE oTroBaps Ha YCHOBHUSATA FIO M. 1.

- 3. Kora'ro 4acTTa OT MOPBYKATa, Ko:rro ce. nsnumana or IIOI{I‘ISI[’BJIHHTEJI Mome ma Gmle,, o o
" mpenaneHa KaTo OTHCHCH 006eKT Ha H3H1>JIHHTEJI§I wm #a JEYEBHOTO 3ABE,I[EHI/1E ot

e BT:3JIO)KI/ITEJ1, nocnemma 3a1mama anarpask,acmie 33 Ta3W YACT. naII()l[[/BII‘LJIHI‘ITEJI}I

' (4) PasmiamanmsTa 10 an 3 ce "OCHIIECTBSBAT B3 OCHOBA Ha MCKaHe, OTHDAaBEHO . or

Al ‘IIOI[I/I?,III: [UTEJIS. no- JIElIEBHOTO 3ABE}IEHI/IE — BB3JIOKHUTEJ  upes
’ I’I3H'BJIHI/I JIH 'KOHTO e zmmlceH aa ro npenocrama Ha. B'Lsnomena B 15-1me3eﬂ cpmc or -
R nonyqaaaﬂe'romy ’ : -~
" (5) KBM HCKaHETO 110 al. 3 I/I3II'bJHII/ITEJIﬂT npe,uoc*raml c'ranmmme 'OT KOCTO ,z;a e BHJIHO nanu
- ocmopea [IAMIAHMATA MIIA YaCT OT TAX KATO HEABDKUMHE, Lo

() JEYEBHOTO 3ABE,[[EHI/IE B'b?.JIO)KI/ITE.II HMa- upano na OTme nnamane no an. 3 -
.+ KOTaTo HCKAHEeTO 3a ILTaliaHe € “OCTIOPEHO, A0 MOMEHTA Ha orérpannnaﬂe HA OpUYMHATA 32 OTKA3a.
N o) HeaannchO OT HBIOJI3BAHETO Ha IIO)II/ISI'I’I)JIHI/ITEJIH on‘onopnocna 3a. nsm.nHeHne Ha '
~110r0Bopae Ha I/I3II’bJIHI/ITEJIH - : \ L '

S
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XVIII 3AKJIIO‘IHT EJIHPI PA3HOPE,I{EH

Y. 18. (1) Hpn CZBCTaBSIHeTO Ha Hacronmlm ,uoroaop ce npe,uc'rannxa cnemmre ,uoxyMen'm
v HoxymenTa 1o wi. 112 ot 30IT;
v I[elcnapauna no 4. 55, an. 6 ot 3J'IHXM (KOl‘aTO € uanIO)KMMO),
v Fapanmm 33 namnuenne,

] oxce}me HepaszieHa HacT OT ,uoroaopa

(#3) 'H“acTong ) QLCRCTABY B TPH eanoobpaszau €K3eMILISpa Ha 615.}1raipc1cn €3UK — - emMH 33

HM3bJIHA 1 QA IDERHOTO /}ABEI[EHI/IE Bb3JIOKATEL

‘ 3an|/|qua I/IH(bOpMaLI,I/IFI Ha ‘
- el gcHoBaHMeE un. 37 o1 300
- T e
o ,..‘...Sanmqua MchopmaLu/m Ha e
. -Ceer{oCcHOBaHWe 4n. 37 ot 300 LI e e G L e et T
- Aasol B Rl B R R |

N pa
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HacToAwoTo npeanoxenyve 3a nsnbiHeHWe Ka NopsukaTa e nosaneHo oT: "CO®APMA TPEVAVHI™ Al
v noannucarHo ot: Usan Maenoe Masnos

B xauecTBoTO My/UM Ha ITUue 3a KOHTaKT

YBAXKAEMWU DAMW U TOCNOAA,

C HacTosworo Bu npeacTasaMe HaWETO NPEANoKeHNe 3a W3NbIHEHUE Ha NoOpbYKaTa no obseeHaTa oT Bac npoueaypa 3a BbanaraHe Ha
ofwecteeHa nopbyka ¢ npeameT ”, [loCTaBKa Ha NEKAPCTBEHU npoAaykru no PamkoBso cnopasymenue Ne P-11-163/29.03.2021 r. 3a
HyxpuTe Ha CBEAJT no nerckn 6onectu ,Mpod. Usan Mutes” EAQ"" no cneaHaTa/ute HOMEHKNATYpu:

I
Popma Ha Msapka
ATC-xog 3abenexka
INN s NpUNOXeHue .t
RS R —_—
—_— pu—
K-Bo
Twproscko aKTUBHO OkoHy
nrPy HanmeHoBaHue B-BO Msapka onaxo
; M Codapma & (HRPEAER WE be/indiBe99(8Mes/documentsMias
Otcrpa AO3ADO1P e a . e
dpavenne  mapeWTepanHamg Al SOPHARMA “tml
Bvnrapus
PAPAVERINE 20 mg/ml - 100
SOPHARMA -1ml
K-Bo
TBproecko aKTVIBHO OkoHué
APy HaumeHoBaHwe B-80 Msapka onakol
0 RAHCOH-BI
pR— ooAa.
Ovcrpann }AOBADOZDrotaverine napeHTepanHamg Bwvnrapus %
8 Canodu C)a'(hﬂ&ﬁg@w.bda.bg/irﬂﬂé&%esmocumengﬁ:dia&g
Bwnrapua -2ml
EOO, .
Bvrrapua
K-so
Twproscko AKTUBHO Oxonuva
NPy HauMeHoBaHne B-BO Msapka onakosi
Otctpann AO3BAO1 Atropine napeHTepanHam “ / ] 7
P pentep 9 CodbapMa (2 (HASPRWRw.bda be/inB@bries®umentIBdias/ii
Al, Sopharma 1mi
Bwnrapus
K-so
Twproscko aKTUBHO
ney HauMeHoBaHWE  B-BO
a as
KALCEKS,
Natens

03BBO1 ButylscopolaminenapeHtepan+iamg

[0 Medochemie

Ltd., Kunbp
H Codapma 7' (HRY$PRISIA bda. be/iBBges/stories’documentPodia
\ mg/mi -
Bynrapus 1ml

https://cop.mh.government.bg/MiniBidApplication/Evaluate?miniAppld=18208&re... 09.09.2021 .
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3APaBCOIIa3sBaHCTO
dopma Ha Mspka
INN et NpUNoOXeHue _.i

RN S | o

Metoclopramide napeHTepanHamg

Ursodeoxycholic nepopanHa
mg

acid TBbLPAA

Insulin (human) napeHTepansalU

Jabenexka
P

—

Solution for

injection

1%}

NPy

Lek
Pharmaceuticals
d.d., Cnosekxus

Medochemie

Ltd., Kunop

Becra Meg
EOOA,
Benrapus

Cocpapma AL,
Bvnrapus

dapma Tpeng
Br ECOA,
Bwarapus

dapmaneiik
Benrapua COA,
Bvnrapus

ney

Dr. Falk
Pharma
GmbH,
Fepmanuna

NPy

Eli Lilly

Nederiand B.V,
Hupepnanaus

Novo Nordisk
A/S, NaHus

Sanofi-Aventis
Deutschland
GmbH,
Fepmanua

Page 2 of 4

K-so
Twproscxko aKTUBHO
HauMeHoBaHwe B-BO Mspka
-2ml
Antiemetin S5 mg/ml -
-2ml
K-so
Tbproscko aKTUBHO OxoH!
HauMmeHoBaHWe  B-BO Msapka onako

& (HHPIRRA-Bda. bg/imkafts/stories A umentdia

K-so
Tvbproscko aKTUBHO Oko

HauMeHoBaHue B-BO Msapka onal

@ (m%&mkuﬁtmdocun“&ts/comrﬁﬁ
U/mt-3
mi
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dopma Ha Msapka

ATC-xop, 3abenexxa
INN o NpUNoOXeHue Py
PO Y Y
— —
K-so
Toeproscko aKTnBHO OkoH
npPy HauMeHoBaHve B-B0O Msapka onak
0O EliLilly
Nederland B.V,
Huaepnanaus
10ADO1Insulin (human) napenTepannalU M Novo Nordisk G‘(IMS!‘!%Q.é&—opa_eu/hleQﬂ]ﬂdocunrents/comxi&ﬂ
AJS, OaHua Penfill IU/m! -3
mi
O Sanofi-Aventis
Deutschland
GmbH,
Fepmanus
K-BO
Teproscko aKTUBHO OkoHua
npy HauMeHoBaHue B-BO Msipka onakosi
Orcrpann JA11DA01Thiamine napexTepanHam ) .
@ 9 M Codapma &' (WMBENANEL 8o, bg/in A 09(Bles/MBumentstBdias/s.
AL, SOPHARMA -2ml :
Bonrapua
K-Bo
Tovproecko 2KTUBHO OkoHuz

HauMeHoBaHue B-BO anKa onakos

B 0og,

Bwnrapus

1 1GAD1Ascorbic acid napeHTepanHamg & Cotgapma

& (WSS bda be/indRs/storiesocumentdBdia

AL, Sopharma mg/ml - 2
Buwnrapus ml
Vitamin C 100 - 10
Sopharma mg/ml - 5
ml
K-Bo
Twproscke aKTUBHO OKoHuy
npy HavmMmeHoBaHuWe B-BO Mspka onakosi

OTchaHaﬂH 1HAO2Pyridoxine napeHTepanHamg @ Codapma

' (b B@PNAREbda be/inBfy E98(BM cs/MBument Bdias

All, Sopharma -2ml
Bwvnrapus
K-so
Twproecko aKTUBHO Oxo
ney HauMeHosaHwe B-BO Msapka ona

i Cogapma = (hﬁﬁl‘?ﬁmw,bda.bg/grﬁﬁmmes/ddﬂﬂnems/ﬁﬂa

Al, Gluconicum -10 ml
Calcium
Otcrpann |A12AA03 napemTepanHamg Bwnrapus Sopharma (exBuBaneuT
— gluconate Ha 89,4
Calcium)

[1 oapmagsaic
ECOA,
Bunrapus
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Popma Ha Mspka

ATC-xop 3abenexxa
INN 1 NPUNOXeHue i
RS S | N Jy—
— —
K-8o
Tvproscko aKTMBHO OxoHuyare
ney HaumeHoBaHwe B-BO MAapka onakoska
B Woerwag @ (HAPIMRINE YR by/i i8R /stories?documenB/bdias/2(
Pharma 400 mg/10
M ) GmbH & ml
agnesium
OTcTpaHu }MZCCOZ napexTepanHamg Co.KG, ’ 10
sulfate FepmaHvs Cormagnesin 2047.5 mg
200 mg/10
ml
Cormagnesin 4095 mg 10
400 mg/10
mi

1. Qeknapvpame, 4e CMe B CbCTOAHWUE A3 U3NBAHUM Ka4eCTBEHO NOPBLYKATa U B NBNHO CHOTBETCTBUE C TeXHuyeckaTa cneyudukauma n
V3NCKBAHMATA HA BbINOKUTENR.

2. [lexnapupame, 4e KbM AaTaTa Ha BCAKA A0CTaBKa A0 neyebHUTE 3aBEAEHUA - BbINIOXKUTENU OCTATHUYHUAT CPOK HA rOAHOCT Ha

npeanoXeHWTe OT HAc JIekapCTBERW NPOAYKTU We € He No-KpaTbk oT 140. ... % oT 0BsABEHUA OT NPON3BOAUTENA.

3. Aexnapupame, ye KoM AATaTA HA BCRKA A0OCTaBKa A0 nedebHUTE 3aBEASHMA - BL3NOKUTENU OCTAaTBLYHUAT CPOK Ha rOAHOCT Ha

NpeanoXeHnuTe OT Hac GUONPOAYKTU WM BUONOACGHV NPOAYKTV WE € He No-KpaTbk OT i20
npPOU3IBOAUTENA.

%% oT 06ApeHnA oT

Hara; 08.07.2021 r.
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HacToAWOTo UeHOBO NpeasioxeHve e NopafeHo oT: "COMAPMA TPENOWHI™ AR
v noanncaHo oT: Uea MNasnos Nasnos

B kauecTBOTO My/UM Ha JTule 3a KOHTaKT

YBAXKAEMU JAMW U TOCNOAA,

C HacToauwoTo By npeacTasfAMe HaLWETO LeHOoBOo nNpeanoxeHue no oGseeHara oT Bac npoueaypa 3a Bb3naraHe Ha obujecTeeHa nopbBYKa

¢ npeamer ", [locTaBka Ha nekapcTeeHU NpoaykTu no Pamkoso cnopasymenue Ne P-11-163/29.03.2021 r. 3a HyxauTe Ha CBAT no
neTcku bonectu ,,Mpod. Usan Mutes” EAQ“" no cneaHaTa/uTte HOMEHKNAaTYpu:

~
- RS
AHaTOMO-TepanesTUdeH  MexayHapoaHO HeNaTeHTHO dopma Ha Mspka /mg, tabl., 3abenexxa Epa.ueHaGea Ej.ueHac
KoA /ATC-koa/ .. 1 HaumeHosaHve /INN/ .. NPUNOXEHAE e —aml/ s it AAC i AAC v s
AQ3ADO1 Papaverine napeuTepanHa mg 0,027250 0,032700
A03ADO2 Drotaverine napeHtepanda mg 0,007351 0,008821
AQ3BAO1 Atropine napexTepania mg 0,781667 0,938000
AO3BBO1 Butylscopolamine napeHrepanHa mg 0,038121 0,045745
Solution for
AO3FA01 Metoclopramide napeHTepansa mg 0,075604 0,090725
injection
AO5AAQ2 Ursodeoxycholic acid nepopariHa TeBbpaa mg 0,001460
A10ABO1 Insutin (human) napeHTepanHa V] 0,021355 0,025626
A10ADO1 Insulin (human}) napeHTepansa U 0,021355 0,025626
A11DAO1 Thiamine napeHTepansa mg 0,013042 0,015650
A11GA01 Ascorbic acid napeHTepanHa mg 0,002053 0,002464
A11HAQ2 Pyridoxine napexTepania mg 0,010433 0,012520
A12AA03 Calcium gluconate napeHrepansa mg 0,019578 0,023494
A12CC02 Magnesium sulfate napeHTepanHa mg 0,000809 0,000971

]

I'lpennox(eHaTa ueHa e onpeaenera npy NLHO CLOTBETCTBUE C YCIIOBUATA OT A0KYMEHTaUMNATa o npoueaypaTa. 3aabhnXaBame ce, ako

HaweTo npeanoxeHve 6vae npueTo, 6e3yCnoBHO Aa N3NBNHABAME UIUCKBAHUATA U 3a4BLNXEHUATA, NOCOYSHN B PAMKOBOTO
crnopasyMmexHue u aoroesopa.

Aata: 08.07.2021 r.
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