YCJIOBHUS A PEJT

3a
OTHOYCKAHE HA JICKAPCTBEHHN NPOAYKTH HA BeTepaHUTe OT BOHHHUTE,
BOCHHOMHBAJIHANTE H BOGHHONOCTPAJAJINTE, 3aIJIALUAHE 10 pexa Ha Hapenta
Ne3 3a npeanncBaHe, OTOyCKaHe H KOHTPOJI HA JIEKAPCTBEHH MPOIYKTH H
ACHTAJIHA NOMOIIl Ha BeTepaHHuTe oT BoitHHTe H Hapen6a Ne2 3a pena 3a
noJiyqyaBaHe H 3aIUIAlaHe HA JIeKapCTBEeHH NPOIYKTH HA BOEHHOHHBAJIHIHTE
H BOEHHONOCTPAaAAJ/IATe, BhB BPh3ka ¢ 00BeHATa H3BBLHPENAHA eNIHAeMHYHA
ofcTaHOBKA

o 16 66, 1010 2onon,

BsB BpB3ka ¢ oOsBeHaTa W3BBHpPENHA eNUieMUYHa OOCTAHOBKA B
Peny6nuka Benrapus (o6sBena ¢ Pemenue Ne 325 Ha MuHHCTEPCKHS CBBET OT 14
Mmai 2020 r., yasxeHna ¢ Pemenne Ne 378 Ha MuHuHCcTepcKHs ChBET OT 12 rOHH
2020 r., Pemenue Ne 418 va Munwnctepckust ¢bBeT oT 25 roHK 2020 T., Peruenne
Ne 482 na Munuctepckus ckBer oT 15 romu 2020 r., Pemrenwe Ne 525 Ha
Muuuctepckus c¢pseT oT 30 fonu 2020 r., Pemenne No 609 va MunHCTEpCKHS
cbBeT oT 28 aBryct 2020 r. u Pemenue No 673 Ha MuHHCTEPCKHS CBBET OT 25
cenreMmBpu 2020 r.),

Hanuonannara 3papasHoOCHIypUTeNHa Kaca ONpejieNs CIeTHUTE YCIOBHA U
PEX 3a OTIyCKaHe Ha JIEKapCTBEHU IIPOAYKTH HA BETEPAaHUTE, BOCHHOMHBATUIUTE
U BOEHHONOCTPafalUTe C XPOHWYHH 3a00NIABaHMsA, Ha KOHTO € M3NajeHa
»PELENTYpHa KHU)XXKAa Ha BeTepaH OT BOHHHTE” M ,PelentypHa KHIDKKa Ha
BOEHHOMHBAJIH/BOCHHOIIOCTPAA";

I. Ornyckane #a JiekapcTBEHH NPOAYKTH HA BETePaHHTE OT BOHHHTE,
BOCHHOHHBA/JIHINTE M BOCHHOIIOCTPAAAIMTE ¢ XPOHHYHH 3a00/19BaHHs, HA
KOHTO € H3jajJeHa ,PenenTypHa KHMJKKAa HAa BeTepaH OT BOHHHTe H
» PeLeNITYPHA KHHKKA HA BOEHHOHMHBAJIHA/BOeHHOTIOCTpazaa“:

Jlo #3THYaHe Ha cpoka Ha H3BBHpeHATa enHJeMHIHa OOCTaHOBKa B
Perry6nvka Beirapus, antexute MoraT Ja OTIIYCKAT JEKapCTBEHH IPOLYKTH Ha
BETEPaHHUTE OT BOMHWTE, BOCHHOMHBAIHUIWTE H BOEHHOIOCTPAAIMTE CaMoO IIO
pelLenTypHa KHIDKKa, Oe3 ImpencTaBgHe Ha peleNnTa, cboOpasHO MOCIeTHO
BIIMCAHNUTE B pellenNTypHaTa KHIDKKA JaHHH 3a OTIIYCHATH JIeKAPCTBEHU MPOIYKTH
NP HACTOSLIUTE YCJIOBUA U IO peA. OTTYK cliexBa, ue BCSAKA anTeka, KOJTO HMa
nercrBaiy goroBop ¢ H30K 3a oTmyckaHe Ha NE€KapCTBEHH NPOAYKTH Ha
BeTEpaHUTE, BOCHHOWHBAJIMAKUTE U BOSHHONOCTPAIAJIHTE, IIPH IPEACTaBsSHE OT



NpaBOMMALIOTO JHIle (WM OT ApYyro Juile, IPHHOCHTEN Ha NOKYMEHTa) CaMo Ha
,PellenTypHa KHH)KKa Ha BeTepaH OT BoMHHTE" M ,PellenTypHa KHIDKKa Ha
BOGHHOHHBAJIH/BoeHHOMOCTpanan® (o obpaser, uznaaeH u 3apepeH oT P30K),
6e3 mpejCTaBsAHe Ha peLenTa, ClielBa Aa OTIyCKa JeKapCTBeHMs/HTe TPOIyKT/H,
cp00pa3HO MOCTEeHO BIMCAHHTE NAHHH B CHINATA 33 OTIYCHATHS/T€ HPOMYKT/H
caMo 3a XPOHUYHH 3a00IABaHUS.

3a 1a OTIyCHE JIEKApCTBEHHS/Te MPOIYKT/H II0 BHBEIECHHS U3BBHpEIEH pel,
alTexara ciefiBa OJa ChOMIOZaBa Jalld OT JaTaTa Ha IOCIEOHOTO BIIMCBaHE B
pellenTypHaTa KHIDKKA € H3TEKBI CPOKBLT, OCUIYpABAL MBIHOTO H3IBIHEHHE Ha
TepaneBTHYHATAa cxeMa. He ce momycka OTIyCKaHe 10 TO3M pell Ha JIEKapCTBEHH
NPOAYKTH, aKO He € M3TeKb] CPOKBT Ha TEPalleBTHYHATA CXeMa, KOWTO ce CHMTa,
Ye 3amoysBa Ja Tede OT JaraTa Ha IIOCJHEIHOTO OTIYyCKaHe, BIHCAHO B
peLlenTypHaTa KHHXKa.

VI3BLHpeqHIAT pel 3a OTIyCKaHe Ha JIEKapCTBEHH IPOLYKTH € IIPHIIOKUM B
CJIICAHUTE CITy4au:

IMpasoumaiioTo Juie (BeTepaH OT BOMHHWTE, BOCHHOHMHBAIIUL UM
BOEGHHOIOCTpaJa]l C YCTAHOBEHO XPOHHYHO 3abonaBaHe) HMa HEOOXOIHMOCT OT
JIEKapCTBEH/H MPOAYKT/H 3a JleyeHue Ha ToBa 3a00lsIBaHe H B KOHKPETHUS CIIydan
Ha JIMLETO He € U3laJlcHa WK He MoXke 1a Oble u3fameHa pelenTypHa 6iaHKa OT
neKap, Nopagy¥ TNpPUYMHY, CBBP3aHM ¢ H3BBHpeNHaTa eluiAeMHYHa OOCTaHOBKa
(orpaHHYEHO NpEeBIKBaHe, HEOOXOAUMOCT OT HOMAIIEH IIPECTOH [0 MEeIHLIMHCKY
NOKa3aHHs, 3aTPyAHEH AOCTHI JO MEJWIMHCKa TIOMOIN M Jp.); B TO3M Cilydai
IpaBOMMAIIOTO JiMie (WIH HApYr NPUHOCHTEN Ha DeLENTypHaTa KHHXKA)
TpencTaBs] H3aJieHaTa Ha CHINOTO PEIENTypHA KHIXKAa M anTekara OTIIycKa
CBIIHA/TE TeKApPCTBEH/U HPONYKT/H (T.e. JEKAPCTBEH/U NMPOXYKT/H ChC CHIIUA/TE
H30K kop/oBe), 1o3a U TepaneBTUIHA CXEMA, CHIVIAaCHO MOCIEAHO BIIHCAHHUTE B
peLIENTypHATa KHMKKA, alTeKATa, OTHYCKAIIA JIeKAPCTBEHHs/Te MPOXYKTa/Te
N0 TO3M H3BBLHpeAeH ped, cjaelBa Ja € ChIIATAa, OTIYCHAJIA MNOCIeJHO
JIEKAPCTBEHHsI/Te NMPOAYKT/H CHIVIACHO NOCAEIHO BNHCAHHS/Te B JaHHH B
peneprypHaTa KHHKKAa (BHAHO OT me4YaTa B peleNTypHATa KHHIKKA); NpH
HEBBL3MO/KHOCT OTIMYCKAHETO Ja Ce OCBIIECTBH OT CbIIATa AamnTeKa,
3APaBHOOCHTYPEHOTO JIHIIE CJIeABA Ja ce 00bpHE KBbM JeKap 3a d3JaBaHe Ha
HOBA penenTypHa OJIAHKA; MOCISAHOTO OTIyCKaHe Ha CBILUTE JIEKAPCTBEHH
MPOLYKTH, JaHHHUTE 32 KOETO Ca BIMCAHU B pelENTypHATa KHH)KKA, ClelBsa Aad €
OCBIIIECTBEHO B PAMKHTE Ha IO 1 Mecell IpeIy HaCTOAWOTO OTITYCKAHE;

B crrydgamTe, aKo JIEKAapCTBEHHs/Te IPOAYKT/H e/ca Ghi/u IpeamHcan/w 3a
OCTPO CHCTOSHHE (hapMalleBTHT He OTIIYCKa BIMCAHHTE B PELENTYpPHATA KHIDKKA
NPONYKTH.

Korato amrtexaTa e YyCTaHOBHJIA, Y€ Ca HalUIE BCHYKH [OPEMOCOYESHH
YCIIOBHSA 3a OTIyCKaHe Ha JIeKapCTBEH/H MPOAYKT/H CaMO IO PelenTypHa KHIDKKA,
0e3 npencTaBsHe Ha pelelTa, H3BBPIIBA CISIHOTO:

1. B anrteunus codryep, ¢ Koito paboTH antekara B H3IBJIHCHHE Ha
gorosopa # ¢ H3OK, xpM penentypHata OmaHka, IO KOATO € H3BBPIICHO
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IIOCJIEHOTO OTITYCKaHE, C€ TeHepUpa CirykebeH OTPA3BK ,,5°,ChIBpXKAlll JaHHUTE
OT TIOCTEMHATa H3MBIHEeHa pelenta. TO3W OTPS3BK ,,5° e CUuTa JONbLIHHTEICH
KbM perentypHara 6rnanka M3-H30K Ne5B u 61.M3-H30K NeSb.

He ce momycka KOpeKIHs B JaHHUTE, ¢ H3KIIOUEHHE Ha J1aTaTa Ha OTITyCKaHe
M CTOMHOCTTA, 3aILIallaHa OT IalldeHTa (IIpH YCIIOBHE , Ue NMa TaKaBa).

2. OTnycHaTHTe JIEKapCTBEHU IPOSYKTH OT alTeKara Ce BBBEKIAT B
pellenTypHaTa KHHXKa C JaHHHTE 3a TPENNHCAHH H OTIIYCHATH JIEKAapCTBCHH
NPOAYKTH IO CIyxeOeH OTPS3BK ,,5°. AnTexara NOIIBIBA CIIEAHUTE PEKBU3UTH B
pelenTypHaTa XKHHxKa B  uacTTta ,OTmycHatH or”: ,Jlara Ha OTITyckaHe®,
»,PETUCTPAIIMOHEH HOMep Ha amnTekaTta®; ,,OTnycHan (TIOANMC M IIeYaT Ha
anTekara)®.

VCTaHOBEHHAT B HACTOAIIHA akT H3BBHpEAEH pel HEe OrpaHH4YaBa
npujgaraHeTo Ha oOmuUsA pen 3a OTIYCKaHe Ha JIEKAPCTBEHH IIPOAYKTH Ha
BETEPaHUTE OT BOHHHUTE, BOEHHOMHBAIUIUTE H BOCHHOIIOCTPAIAIHTE Bb3 OCHOBA
Ha W3[aleHa pelnenTypHa OaHKa ¢ NpeanMcaHd JIeKapCTBEHM IPOIyKTH. T.e.
KOTaTo MMPaBOMMAILOTO JIKIE MMa H3JaneHa penentypHa 6nanka (M3-H30K NeSB
u 61.M3-H30K Ne5B) ¢ mpeamucas/u JekapcTBeH/H NPOAYKT/H, H B CpOKa ¥ Ha
BANHAHOCT S MpPEeACTABH B amrTexa, KoAro mMma paelicream morosop ¢ H3OK 3a
OTITyCcKaHe Ha JIeKapcTBeHH IMPOAYKTH Ha BeTepaHUTe OT BOWHHTE,
BOCHHOMHBAHINTE ¥ BOCHHOIIOCTPaNaluTe, PelenTypHaTa OnaHKa cleisa Aa
ObJie U3MTBIHEHA.

3aKOHOYCTAHOBEHHAT OOJMEKUeH peXxuM 3a OTNyCcKaHe Ha JIEKapCTBeHU
NPONYKTH  Ha  BETEpaHHTe  OT  BOWHHUTE,  BOCHHOMHBAIHIWTE U
BOSHHOTIOCTpaganuTe, 3amnamand or H30K, 6e3 mpeicraBsHe Ha pelenTypHa
Onmanka, ce IpHiara B ClIydaHTe, KOraTo He ce Hajara IpoMsHa B TEpaIuira,
YCTAHOBEHA OT JIeKYBAIHA JIeKap cllell KOHCYNTaldsA ¢ JHIeTo. B Te3u ciy4ay, B
IepHOoJa Ha YCTaHOBeHATAa H3BBHPEIHA eNHIeMUYHA OOCTaHOBKA 34 JIHIaTa, KOHTO
Ca M3TOJI3BANIH [ISIOTO KONMMYMECTBO OT JIEKapCTBEHUTE CH IIPOAYKTH , NpEeAIIHCAHH
0 pelleNTYPHa KHI)KKA K He e HallWyHa BalujHa pernentypHa 6nanka (M3-H30K
NeSB u 6m1.M3-H30K Ne5B), ce momycka OTIIYCKaHETO Ha CBINHMTE JNEKapCTBEHM
IpOAyKTH, Oe3 MpeAcTaBsHe Ha pellelTypHa OliaHKa, B ChlaTa amnTeka. ,,Chinara’
€ Ta3M anTeka, KOATO € OTIICHANA JIeKApCTBEeH/H IpPOIYKT/H Ha IPaBOMMAILOTO
JHIe W IOCTeIHO € BIUCAla TOBA OOCTOATENCTBO B PELENTYpHara KHHXKaE, T.e.
arrTeKaTa o IocleAHOTO U3NBIHEHO NIPeIIHCcaHue.

H3BbHpeIHUAT pea 3a OTIHyCKAaHe HA JIeKapcTBeHH npoaykTH, or H30K
ce MPHJAra camMo B CJIy4YaHTe, KOrato JIHIETO HAMA H3JajJeHa pelenTypHa
Omanka o6p. M3-H30K NeSB ninn 64.M3-H30K NeShb. Koraro niunero Hama
u3gajgena peuentypHa 6aanka o6p. M3-H30K Ne5B i 61.M3-H30K NeSh,
KOfITO € B CPOK HAa BAJIHAHOCT, NPEJACTAaBA CHINATA, 3aeAHO C PelEeNTYPHATA CH
KHH¥KA, B anTeka, padorema no gorosop ¢ H3OK.

B cayuaii Ha BaauaHa penenTta, cbOIaTa MoXKe Ja Obje H3Nb/AHEHA BLB
BCAKA ANTeKAa HAa TEPUTOPHATA HA cTpaHaTa, padorema mo gorosop ¢ H30K,
110 00HYaiiHUA YyCTAHOBEH 3aKOHOB pell.



H30K mie samnamia Ha ThpProsudre Ha ApeOHO, NIPH JHICA Ha PELENTH Ha
HALHEeHTHTe, Bb3 OCHOBA Ha NOAAJSHMSA eleKTpoHeH oTdeT B Excel dopmar mo
66pazer] CHLIACHO JOTOBOPH 3a OTIyCKaHE Ha JIEKAPCTBEHH TIPOXYKTH.
V3IIBIIHATEIHTE 1O JOTOBOPH 34 OTIIYCKAaHe Ha JIEKapCTBEHH NPOAYKTH (aNTEKUTE)
Ce OTYHTAT IO pella Ha YKazaHHe OTHOCHO pefla II0 NPEANMCBaHe, OTIYCKaHe H
3amjalnaHe Ha JeKapCTBEHUTE NPOAYKTH Ha Berepanute oT BoiHHTe (IIpmero ¢
Pemenune Ne PJI-HC-04-33 ot 08.03.2013r. ma Hamsopuus ceBer Ha H3OK) u
VKazaHHe 110 NpeIIIHCBaHe, OTIIYCKaHe U 3aIlIallaHe Ha JICKAPCTBEHHUTE IPOLYKTH
Ha BOEHHOMHBAIHAUTE U BoeHHomocTpananute (M3naxeso ¢ Pemernue Ne PII-HC-
04-34 ot 08.03.2013r. ma Hapmzopuus ceser Ha H30K), 6e3 mpexacrassHe Ha
pelentH Ha XapTHeH WIH Ha JpYr HOCHTeN, eIWHCTBEHO BbB3 OCHOBA Ha
[IOMBJIHEHWTE JaHHH B codTyepa Ha amTekure, oOpaboTBall peLENTYpPHHTE
OyaHKH.

KoHTponsT 3a OTIIyCKAaHETO Ha JIEKAapCTBEHH MpPOAYKTH IO HACTOSIIHTE
ycioBus U pex ce u3pbpiBa oT H3OK upes n3HCKBaHE Ha PELENTyPHHATE KHHKKH
OT JIMLIATa, HAa KOUTO ca OTITYCHATH.

III. Jannn B anTeaHus codryep:

B anrteunus codTyep, ¢ KoiATO paboTy arrTekaTa B H3IIBIHEHHE Ha JOr0BOpa |
¢ H3O0K, xsMm peuenrypHaTa OllaHKa, IO KOATO € HM3BBPIIEHO IIOCICIHOTO
OTIyCKaHe, ce TeHepHpa CiIyxkebeH OTpA3BK ,,5%, KOHTO ce CUHTa JOIIBIHHTENEH
KBM penienTypHata 6nanka M3-H30K Ne5B unu 61.M3-H30K NeSE.

B cinyxe0us OTpA3BK ,,S“ aBTOMaTHYHO ce TeHEpHpaT/BbBEN AT JaHHHTE OT
IIOCIIEHATA PeleITTa/OTPA3EK, KaTo Ce MeHepHpa/BBBEXXAA C€ aKTyalHaTa JaTa Ha
OTIIyCKaHe), a BE3MO)KHATA Pas3lIMKa € B CTOIHOCTTA, 3ariallaHa OT NaldeHTa.

B eNeKTpOHHMS OTYET Ha anTeKara 3a JalleH OTYETeH NepHok ce n100aBs HOBa
KOJIOHA, KOATO 3a BCAKO OTIIYCHATO JIEKApCTRO Ce BKJIIOYBA CIIENHOTO!

“N* — texkapCTBOTO € OTIYCHATO IO NMPeJCTaBeHA PELEeNTa;

»9¢ — JIEKapCTBOTO € OTIycHaTo Oe3 mpexncTaBeHa penenrta (camMo ¢
peuerTypHa KHIKKa).

®opmature Ha ,,ENEKTPOHEH OTUETEH AOKYMEHT, CBABDIKALL H3TTBIHEHHTE
PELIENTH 3a OTIYCHATHTE JIEKApCTBEHH NPONYKTH Ha BETEpaHU OT BOMHHTE® W
»EJNEKTPOHEH OT4YeTeH MOKYMEHT, CBbABDXKALl H3NbIHCHHTE DELenTH 3a
OTIIyCHATHTE JIEKAPCTBEHH NPOAYKTH Ha BOEHHOWHBAIUIU M BOSHHOIOCTpaLany’
ca myOnmKyBanu Ha moprama Ha H30K B py6puxa ,Jlekapcrsa®, moapyOpuka
»BeTepaHd OT BOWHHTE, BOSHHOMHBAJIMAK ¥ BOCHHONOCTpajaliu® — aapec
https://www.nhif.bg/page/220.

@opMaTHTE ca MPHIIOKEHA KBM HACTOSALUMTE YCIOBHA H pell 3a OTIyCKaHe Ha
JeKapCTBEHW TIPOAYKTM HA BeTepaHWTe OT BOHHUTE, BOCHHOMHBAIMAWTE H
BOEHHONOCTPAJAINTE | ¢a B CIJIa 3a U3IBIHeHKe ciex 16.11.2020r.

OyHKIHOHATHOCTHTE CJelBa Ha ca IPWIOKHMH 33 OTIyCKaHe Ha
JIEKapCTBEHH IIPOAYKTH Ha BETEpaHHUTE, BOCHHOWHBAIUIUTE "
BOSHHOIIOCTPATAIIHTE.




VenoBusta ¥ pefa ce nyOnuKyBaT Ha uHTepHeT cTpaHuuarta Ha H3OK,
pybpuxa ,JlexapcrBa®, noapy6puka ,BerepaHn OT BOMHHTE, BOCHHOMHBAJIHIN K
BOEHHOTIOCTpagaK® — agpec https://www.nhif.bg/page/220, cBexaar 0o 3HaHHETO
Ha BCHYKY H3IIBIHUTEIH Ha MeAUIIHHCKa noMoir no goroeop ¢ H30K, kakTo 1 1o
BCHYKM TBPrOBIM Ha IpeGHO C JIeKapCTBEHHM NPOAYKTH, CKIIOYHIIH JOTOBOPH C
H30K/P30K 3a oTycKaHe Ha JIEKapCTBEHH NIPOAYKTH Ha BETECPAaHHUTE OT BOHHHTE,
BOCHHOMHBAIHINTE ¥ BOSHHOIIOCTPALAJIHTE.

Hacrosumre Ycnosus u pel ca U3gageHd Ha ocHoBaHue Pemenne Ne 673 Ha
Munucrepckus c¢pBeT oT 25 centemBpH 2020 r. 3a yIobmkaBaHe Cpoka Ha
obseenara ¢ Pemenwe Ne 325 ma Munucrepckus cbeeT orT 14 ma#t 2020 r.
W3BBHPEAHA eNUAeMIYHa 00CTaHOBKA.

HacrosimuTe YCJIOBHA ¥ peJl BIM3aT B CAJIa OT JaTa Ha U34aBaHeTO UM H HMAT
CpPCK Ha JieficTBHE 3a CpOKa Ha H3BBHpCAHATa CIIMACMHTHA obcraHoBKa. Cohiute
npoaeiKaBaT HeliCTBHETO CH aBTOMATHYHO, B cnyqaifl Ha yIOBbI’KaBaHE CpOKa Ha
H3BBHPEHATA CIIUICMHUYTHA oOcTaHOBKA.

IIpunoxenue:

1. EneKkTpoHEH OT4ETEH MAOKYMEHT, ChABPXKALl H3ITBIHEHHTE PeIeNnTH 3a
OTIYCHATHTE JICKApCTBEHH NIPOYKTH Ha BETEPaHUTE OT BOHHUTE

2. EnexTpoHeH OT4YeTeH INOKYMEHT, CBABpXKAIl H3MLIHEHHTE PELENTH 32
OTIYCHATHTE JIEKapCTBEHU IPOAYKTH Ha BOCHHOMHBAIUIUTE u
BOEHHOIIOCTPajAIUTE.

YIIPABUTEJI HA HAHUOHAJIHATA
3IPABHOOCHI'YPUTEJIHA KACA

IPO®..[[-P TETKO CAJTYEB
Cip:
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