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UAA -
nPOO>. A-P KOCTA^HH AHFEJIOB,
MHHHCTT>P HA 3^PABEOHA3BAHETO

OTHOCHO: craHOBHme 3a BpeMenna 3a6pana na H3HOC na jieicapcTBeHH npo^yKTH 3a
na 3flpaBHHTe noTpe6nocTH na HacejienneTO

YBA^AEMH FOCHOAHH MHHHCTT>P,

Bpt3Ka c H3MeHeHH6To Ha BaKona 3a neKapcTBCHHTe npoayKTH B xyiviaHHaTa
(H3M. H £on. ffB. 6p.l05 OT 11 flCKeMBpn 2020r.) H npeaBHaenaTa B

HJI. 217fl OT 3J1IIXM BT>3MO>KHOCT CtC 3aHOBe^ Ha MHHHCTfepa Ha

3apaBeona3BaneTO BpeMeHHO ^a ce 3a6paHH HSHOC na jieKapcTBenn npoayKTH OT TepHTOpHHTa
na Peny6nHKa BtJirapHfl, 3a KOHTO e ycTanoBen ne^ocTHr Ha TepnTopnaTa na CTpanaTa 3a
3aaoBOHHBaHe na sapaBHHTe HOTpeGnocTH Ha nacejieHHeTo, BH npeaocTaBaM cne^naTa
HH(J)opMauHa H CTanoBHme:

Bts Bpt3Ka c enH^eMHOJiorHHHaTa KpH3a, npHHHHena OT KoponaBHpyca SARS-CoV-2,
c nero 3a6ojiaBane COVID-19, KaKTO H HCFOBOTO 6tp3o pasnpocTpaneHHe cpea

na P Btjirapna, PHCKI>T, cstpsan c COVID-19 HH<J)eKi],HaTa nonacToameM ce
3a BHCOK Bt3 ocHOsa Ha ^aHHHTe 3a noBHuienaTa 3a6ojieBaeMocT B cTpanaTa.

H3Jio>KeHOTO o6ycnaBa ny>KflaTa OT o6e3nenaBaHe na KonnnecTBa OT JleKapcTBeHH npo^yKTH,
KOHTO ce npHJiaraT npn jieneHHeTO na GtjirapCKHTe rpa>K^aHH, anarHOCTHL(HpaHH c COVID-
19, H ca BKJiiOHeHH B npoTOKOJTHTe 3a jieneHHe na 3a6ojiaBaH6TO B jieneGHHTe 3aBe^eHHa 3a
6oiiHHHHa noMom,, KaKTO H B Tepannaxa na nauneHTH npn AOMauiHOTO HM neneHHe.
He^ocTHrbT OT neKapcTBeHH npo^yKTH, H3noji3BaHH 3a npHno>KeHHe na nauHCHTH c COVID-
19 sacTpauiasa acHBOTa H s^paseTO na 3HaHHTejien 6pon naixneHTH B BtjirapHa, a
HecnasBaneTO HJIH npeKtCBaneTO na HasHanenaTa na T63H nau,HeHTH Tepanna MO>Ke ^a aoBeae
AO cepHoseH PHCK 3a acHBOTa H 3^paBeTO HM.

KtM HaCTOaiHHa MOMeHT 3aai>JI)KHTejIHO H3HOJ13BaHHTe JieKapCTBCHH HpO^yKTH, KOHTO

CiiHajiHCTH OT 6ojiHHHHaTa H H3Bi>H6ojiHHHHaTa noMom npHJiaraT npH
na 6oJiHH OT COVID-19, ca OT paajiHHHH anaTOMO-TepaneBTHHHH rpynn:

• C Me>K^yHapoaHO nenaTeHTHO HaHMeHOBanne Azithromycin;
• C MOKAynapOflHO HenaTCHTHO naHMCHOBaHHe Enoxaparin;
• C Me)KAyHapo/iHO nenaTeHTHO HaHMeHOBaHHe Nadroparin;
• C Me>KAyHapoaHO HenaTCHTHO HaHMeHOBaHHe Dexamethazone
• MCAHHHHCKH ra3 KHCJlOpO^.

AHanH3i>T na aaHHHTe, KOHTO HAJ1 nojiynaBa OT HaHHOHajmaTa cncTeivia no
Bepn(J)HKaHHa 3a noconeHHTe JleKapcTBeHH npoayKTH, noKa3Ba snaHHTenHo noBHUiaBane na
HOTpeSjieHHCTO HM B cpaBHeHHe c npeaxo^HHTe MeceijH, KaTO ycpe^Heno 3a INN
Azithromycin noBHtueHHeTO e c 5 000%, 3a INN Dexamethazone e c 2 300%, 3a INN
Nadroparin H Enoxaparin - c HOHTH 500%.



3a jieKapcxBCHHxe npo^yKXH c INN Azithromycin H c xtproBCKH HMena Sumamed 500
mg film - coated tablets x 3, Sumamed 250 mg hard capsules x 6, Sumamed 500 mg powder
for solution for infusion x 5 B HAJI ca nocxtnHJiH yBeAOMjienna ox HPY no HJI. 54, an. 2 ox
3J1HXM 3a BpeMCHHO npeycxanoBjiBaHe na npo/ia>K6Hxe sa nepno^a M. 11.2020-M. 01.2021 r.
HoconeHaxa ox FIPV npHHHHa e HsnepnEane na HanHHHHxe KOJIHHecxBa BI.B Bpi,3Ka c
yxoKHena COVID-19 3,npaBHa oGcxanoBKa H HCBtSMOKHOCx 3a HOBO nponsBOAcxBO B KpaxKH
cpoKose. npy nocoHBa, HC npoAa,n,eHHxe KOJIHHecxBa KI>M TE 3a nocjieAHHxe 2 CCZIMHUH

OKOHHaxeuHOxo HSHepnBane na KOJinnecxBaxa, oxrosapax na noxpeGjienHexo Ha
3a npeaxoAHHH 6-MeceneH nepnoa HJIIOC npeaBH^eHHax ptcx BtB BptsKa c

COVID-19 oGcxaHOBKa. AKxasnc EAJJ,, B Kanecxsoxo CH na yntJiHOMomen
Ha HPY Teva B.V. onaKBa B naH-cKOpo BpeMe aKxyanna HH(J)opMauHH 3a ^axa

na cjie^Baixjaxa ^ocxaBKa. MewdyapeMeniio cmaua HCUO, ue iienmpwiama na Teva
Pharmaceuticals e ynacmaana u cnenejiwia na tm>p<' na EK nosuifwma Sumamed 500 mg
powder for solution for infusion x 5 :ia M3 « Ew^apun, nopadu Koemo, npe'3 mo'iu tm-,p? iye
6i,()am docmaaeuu dupeianno na M3 17 028 onaKoaKU. Tlo wi(f)opMai(u>i, nodadena om
npou36odume.'iH Pliva d.o.o. a mo.wenma mene onaKoeajie na npodyi<ma c ije.'i nod?omotii<a na
docmciKKama no mo3u m'bp^.

npeaocxaBenaxa ox npnxe>Kaxej:Hxe na paspeuieHHaxa 3a ynoxpeGa B HAJI HHC^opMaHHa
3a jieKapcxBeHHxe npo^yKXH, c HSKjnoneHHe na xesn c npeycxanoBeHH npOAa>i<6H, COHH, ne ce
octmecxBHBax PCAOBHH ^ocxaBKH sa 6T>nrapcKHa nasap B KOJIHHecxBa, ^opn no-roneMH ox
cpeAHOMeceHHoxo noxpe6neHHe, HSHHCJICHO na 6asa npeAxo^HH nepHO^H. BtnpeKH xosa, B
HAJI nocxtnBax ^aHHH 3a saxpy^HeHHH B cHaG/iHBaHexo c jieKapcxBennxe npo^yKxn B
anxennaxa Mpe>Ka, atJKKamH ce Ha noBHUienoxo noxpeGjienHe. Flo ziaHHH, npe^ocxaBeHH B
HAJI ox M3, saxpyflHCHHfl B cHaG^HBaHexo c noconeHHxe jieKapcxBeHH npo^yKXH ca HajiHue H
npn JieneGnHxe saBCAeHHa sa 6ojiHHHHa HOMOITJ,, BKJiiOHHxejiHO H no oxnouieHHe Ha
aocxaBKHxe na MCAHUHHCKH KHCJiopo/i, B GyxnuKH sa HOBOpasKpHxnxe oxaenenHH 3a
HHX6H3HBHO JieHCHHe Ha GoJIHH C COVID-19, B KOHXO HflMa HSXpaACHa LtCHXpajIHa HHCTajiaUHa

3a noaaBane na KHCJIOPOA. HpeaBHA yBejiHMeHHH 6pon Ha naitHenxH, nacxaneHH B xe3H
sa jieneHHe, pecn. HeoGxoAHMOCxxa ox ^ontJiHHxejiHH KonnnecxBa KHCJiopoa ox

cxpana, a ox Apyra 3axpy,n,HeHHflxa na npOH3BOAHxejiHxe na MCAHLIHHCKH KHCJiopoa aa ro
B 6yxHJiKH, ct3^aBa noxeniiHajieH pncK 3a oGesneqaBane na HeoGxo^HMHxe

KOJiHHecxBa ox nero.
Ha cjieflBamo MHCXO, pesyjixaxnxe ox H3BtprxieHHxe ox HAJI nposepKH no CHrnanH 3a

Heflocxnr ox jieKapcxBeHH npojtyKXH, octmecxseHH npes M. HoeMBpn AO Hacxoamna MOMCHX
noKa3Bax, ne neKapcxBenHxe npo^yKXH c noconeHHxe no-rope MeacayHapo^HH nenaxenxKH
naHMCHOBaHHa ca npeflMex na napanejien HSHOC ox xepnxopHHxa na BtjirapHH 3a Apyrn
cxpaHH, B KOJIHHecxBa, ct3AaBauxH npe^nocxaBKH 3a noxeniiHajieH neztocxHr or
jieKapcxBeHHxe npo^yKXH sa GtJirapcKHH na3ap. HesaBHcmvio ox saKOHHHH xapaKxep na
H3BtpuiBaHaxa ASHHOCX, H3HOCi,x na JieKapcxBeHH npo^yKXH, rononsBann 3a JieneHHe na
6i,jirapcKH nau,HeHXH c COVID-19 B nepnoA Ha yBejiHHCHO noxpe6neHHe, HapymaBa KpexKHH
Gajianc MOK/iy aocxaBennxe na xepnxopHHxa na cxpanaxa jieKapcxBenn npo^yKXH n
noBHiiieHHxe ny>KAH ox xax 3a sa^oBOJTHBaHe na 3/ipaBHHxe noxpeGnocxH na naceneHHexo.

B ^ontJiHCHHe na ropeHSJioaceHoxo, B HAJI e nocxtniijio HHCMO ox CaHO<|)H
BtjirapH5i"EOOJJ,, B KOCXO ce HSKassa cxaHOBHtu,e H ce HCKa ctaencxBHe, sa Aa 6tae saGpanen
H3Hoca ox xepnxopHHxa na EuirapHfl na jieKapcxBennq npo^yKXH CLEXANE solution for
injection B xpnxe My KOHneHxpainiH (0,4;0,6;0,8), c rjen #a 6t^,ax npe^oxEpaxeHH KPHSHCHH

npn xexHHa He^ocxHr, KOHXO u;e sacxparxiax 3^paBexo H »HBOxa na 6x.jirapcKHxe
. CLEXANE (INN Enoxaparin);e BKinoneH Kaxo nacx ox xepannaxa Ha nauneHXH c

COVID-19. "CaHO(J)H BBJirapna" EOOJJ, nocoHBax, He ca B^SMOKHH KPHSHCKH cnxyauHH na
H c Apyrn xexHH JieKapcxBeHH npo/ryKXH APIDRA, AUBAGIO, LANTUS, TOUJEO



-3a Ha cou,najiHO 3a6on3BaHHH MHO>KecxBeHa cKJieposa,

B HAJI HOCTX>HH HHCMO ox ,,MaHJiaH" EOO/I,, KOMnanHH na Viatris, KOCXO
pasnpocxpaHflBa JieKapcxBeHHa npoayKx Fraxiparine 9 500 anti-Xa lU/ml na 6x>jirapcKH5i
nasap, c KOCXO HH yBe^OMSBax, He e H,zjeHTH(j)HLi,HpaH noBHiueH PHCK OT nepHO^HHHH
BpeMCHHH npeycxanoBflBaHHa Ha npo,n,a5«6Hxe OT jieicapcTBeHHH npo^yicx, nopa^H noBHmeHO
xtpceHe, oxpanHHen npoH3BOACTBCH KanaiiHxeT H HeBt3MO>KHOcx 3a HenjiaHHpaHO
yBejiHHeHne na npoH3BO^,cxBOxo.

npe^BH^ H3JIO)KeHOTO, C UeJI Hpe^OTBpaTHBaHe Ha KpH3HCHH CHXyaU,HH Ha HCJIOCTHr OT

noconeHHTe jieKapcTBenn npo^yKTH, npe^Jiaraivi ctuinxe /ja Gt^ax nocxaBCHH HOA
HOCTOHHHCH MOHHxopHHr H Aa ce ja6pann H3Hocx>x HM OT TepHTOpHHxa Ha cxpanaxa, c

rapanTHpane na saaoBOJiHBaHexo na HyafAHxe H noxpeGHOCXHTe na
sa nepnoAa, npeaBH^eH B HJI. 211 ROT 3J1IIXM.

HpHJiaraMe HH^opMaiina 3a jieKapcxBennxe npo^yKXH c INN Azithromycin, INN
Dexamethazone, INN Nadroparin H INN Enoxaparin etc ctoxBCTHHTe TX-PFOBCKH
HaHMCHOBaHHfl, KOJIKHCCXBO Ha aKXHBHOTO BCUieCTBO B ^O3OBa e^HHHtia, JICKapCTBeHa (})OpMa,

TtproBCKO HaHMCHoeaHHe

Azatril 250 mg capsules, hard ;
AaarpHji 250 mg TBtpaH KancyjiH
Azatril 250 mg capsules, hard ;
AsarpHji 250 rngTBtpflH KancyjiH
Azatril 100mg/5ml powder for oral
suspension - 20ml ; AaarpHji
100mg/5ml npax 3a nepopanHa
cycnensHH - 20ml
Azatril 200mg/5ml powder for oral
suspension - 20ml ; Asarpmi
200mg/5ml npax sa nepopajina
cycneH3HH - 20ml
Azithromycin ABR 500 mg capsules,
hard ; ASHTPOMHUHH ABP 500 mg
KancyjiH, xetpflH
Azithromycin ABR 500 mg capsules,
hard ; ASHTPOMMUHH ABP 500 mg
KancyjiH, TB-bpan
Azibiot 250 mg film - coated tablets ;
A3H6HOT 250 mg (jwjiMHpaHH xaSjieiKH
Sumamed 250 mg hard capsules ;
CyMaiviea 250 mg TBtpan KancyjiH
Sumamed 500 mg film - coated tablets ;
CyMaMea 500 mg 4>HJiMHpaHH
Ta6.neTKH

Sumamed 500 mg powder for solution
for infusion ; CyMaiviejj, 500 mg npax sa
HH(j)y3HOHeH pa3TBOp

Azax 500 mg film - coated tablets ;
A3AKC 500 mg (JmjiMHpaHH raOjierKH
Dexamethasone Sopharma 4 mg/ml
solution for injection ; fleKcaMerasOH
Co(J)apMa4 mg/ml HH^KCKUHoneH
pasxsop

KojIHMeCTBO

JieKapCXBBHO

semecTBO
250 mg

250 mg

400 mg

800 mg

500 mg

500 mg

250 mg

250 mg

500 mg

500 mg

500 mg

4mg

JTeKapcTBCHa
OopMa

Kancyjia, TBtpzia

Kancyjia, TBtpzia

npax sa
nepopajiHa
cycneH3H5i

npax sa
nepopajiHa
cycneHSHH

Kancyjia, TB-bpaa

Kancyjia, TBtpaa

xa6jieTKa
4>HjiMHpaHa
Kancyjia, TBT>paa

Ta6jiexKa
cjjHJiMHpaHa

npax sa
HH(j)y3HOHeH

pasxBop
xa6jieTKa
(f)HJIMHp3Ha

HH)KeKUHOHeH

pasTBop

Cfj/rbp^aHHe;
KOHU6HXpaUH5I

250 mg

250 mg

100mg/5ml

200mg/5ml

500 mg

500 mg

250 mg

250 mg

500 mg

500 mg

500 mg

1 ml

BHJI onaKOBKa

6 KancyjiH

8 K3ncyjiH

1 GyjHJiKa

1 6yxHJiKa

3 K3ncyjin

6 KancyjiH

6 raOjiexKH

6 KancyjiH

6 Ta6jI6TKH

5 (JwiaKona

3 TaGjlCTKH

10 aivmyjiH



Dexamethason KRKA 4 mg/ml
solution for injection - 1ml ;
fleKcaMerasoH KRKA 4 mg/ml
nH»eKUHOHeH pasTBop - 1 ml
Dexamethason KRKA 4 mg tablets ;
JJeKcaMerasoH KPKA 4 mg Ta6;ieTKH
Dexamethason KRKA 8 mg tablets ;
fleKcaMexaaoH KPKA 8 mg ja6jieTKH
Prednisolon F 0,5 mg tablets ;
npeflHH3OJioH F 0,5 mg raGjiexKH
Prednisolon F 2 mg tablets ;
fIpe.aHH3o.noH F 2 mg TaOjiexKH
Clexane 10 000 IU (100 mg)/ml
solution for injection in pre-filled
syringes - 0,4 ml ; KJ1EKCAH 10 000
IU (100 mg)/ml nH>KeKunoHeH pasisop
B npeflBapHTejiHO HarrbJiHeHH
cnpHHUOBKH - 0,4 ml
Clexane 10 000 IU (100 mg)/ml
solution for injection in pre-filled
syringes - 0,6 ml ; KJ1EKCAH 10 000
IU (100 mg)/ml HHweKUHoueH pasrsop
B npeflsapHTejiHO HanuineHH
cnpHHUOBKH - 0,6 ml
Clexane 10 000 IU (100 mg)/ml
solution for injection in pre-filled
syringes - 0,8 ml ; KJ1EKCAH 10 000
IU (100 mg)/ml HH*eKUHOHeH pasTsop
B npeflBapHTenHO nantJiHeHH
cnpHHUOBKH - 0,8 ml
Fraxiparine 9500 IU anti-Xa /ml
solution for injection -0.3 ml ;
OPAKCHFIAPHH 9 500 IU anti-
Xa/ml HH»ceKUHOHeH pasTBop -0.2 ml
Fraxiparine 9500 IU anti-Xa /ml
solution for injection -0.4 ml ;
OPAKCHFIAPHH 9 500 IU anti-
Xa/ml HH>KeKUHOH6H pasTBop -0.4 ml
Fraxiparine 9500 IU anti-Xa /ml
solution for injection -0.6 ml ;
OPAKCHFIAPHH 9 500 IU anti-
Xa/ml HH>KeKUHOHeH pasTsop -0.6 ml

4 mg

4mg

8mg

0,5 mg

2mg

40 mg

60 mg

80 mg

2850 UI

3800 UI

5700 UI

HH>K6KUHOHeH

pasTBOp

Ta6jieTKa

raOjieTKa

raOjiexKa

Ta6^eTKa

HH>K6KUHOHeH

pasTBOp

HH>KeKUHOH6H

pa3TBop

HH>KeKUHOH6H

pasTBOp

HHWeKUHOHBH

paaxBop

HH>K6KUHOHeH

pasTBop

HH>KeKUHOH6H

pasTBOp

1 ml

4mg

8mg

0,5 mg

2mg

lOOmg/ml

lOOmg/ml

lOOmg/ml

9500 lU/ml

9500 lU/ml

9500 lU/ml

25 aivinyjiH

5 Ta6jl6TKH

5 TaGjieTKH

30 Ta6neTKH

50 raGjiexKH

6
npeflBapHTCiiHO
HantJiHCHH
CnpHHUOBKH

6
npeflBapHTejiHO
HantJiHCHH
CnpHHUOBKH

6
npeflBapHxejiHO
HaUTjJlHeHH

CnpHHUOBKH

10 CTbKJlCHH

CnpHHUOBKH

10 CTbKJieHH

CnpHHUOBKH

10 CTbKJieHH

CnpHHUOBKH

TtproBCKO
HaHMCHOBaHHe

Oxygen
medicinal liquid
SOL 100 %
medicinal gas,
cryogenic ,
mobile
cryogenic wessel
Oxygen
medicinal liquid
SOL 100 %
medicinal gas,
cryogenic , fixed

per.JVg

20130110

20130111

onaKOBKa

npeHOCMM
KpnoreneH C^A

HenoABuwetH
KpnoreHen ctfl

npy

Sol spa

Sol spa

AKTHBHO
semecTBO

Oxygen

Oxygen



cryogenic wessel

Oxygen
medicinal
gaseous SOL

Donopa
50%/50% v/v
medicinal gas,
compressed
Conoxia 100%
medicinal gas,
compressed

CONOXIA 100%
medicinal gas,
cryogenic
Medicinal Liquid
Oxygen
Prescriptia 100%
medicinal gas,
cryogenic/

-2L; 2,7L;
5L; 10L; 20L
at 135 bar;
2L;5Latl85
bar

21 L, 30-41 L,
44-46 L, 120-
500 L, 425-
680 L, 1 000
L, 9 000 - 29
350 L C8

from 3000 to
50000 litres

20130112

20160332

20170130

20170216

20130275

6yrn/iKa aa raa

6yrn/iKa aa raa

6yTM/iKa aa raa

npeHOCMM
KpnoreHeH Cbp,

HenoABMweH
KpnoreneH ctfl

Sol spa

Sol spa

Linde Gas a.s.

Linde Gas a.s.

npecKpnnu,nfl
EOOA

Oxygen

Oxyge/Nitrous
oxide

Oxygen

Oxygen

Oxygen

C

H3m>ji>iumejien
KHPHJIOB
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