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UCKBAHMS HA H30K
E HA BPOIEHW KOATYNIONATUU

8 U3BBHEONHUYHATA MOMOLY,



U3NCKBAHWUA HA H3OK NPU U3AABAHE HA NPOTOKONNX 3A NPOBEXAAHE HA NEYEHUE HA
MAUMEHTKU C BPOOEHW KOATYNIONATUU B U3BBHBEONHUYHATA NMOMOLL

MpoTokon®T ce u3gasa OT cneuManu3MpaHa KOMMCUA B nevyebHu 3aBefieHUA 3a GONHMYHA NomoLl, CKNIOYWUNK QOTOBOP C
H30K. CneunanusupaHuTe KOMUCUM Ce Cb3AABaT ChC 3anoseq Ha AupekTopa Ha neuvebGHo 3aBepeHue 3a Gonkuuka nomouwy (N3BMN) -
KNUHWKA/OTAENEHWE NO KNMHUYHA XEeMaTonorus/4eTcka XemaToNorWs U OHKOMOTWA TPeTO HWBO Ha KOMMEeTEeHTHOCT C KOA Ha
cneuuanHocT 24 3a BL3pacT Hag 18 roamHu u 51 3a Bb3apacT noa 18 roagMHK WK NEANATPUYHKA KNUHUKW/OTAENEHNA TPETO HUBO Ha
KOMMNETEeHTHOCT C NOHE ABama cneunanucTy ¢ kog 51 3a ebapact noj 18 roguHn.”

L PEQl 3A 3ABEPABAHE HA NPOTOKONUTE

lMpoTokonu 3a 3anouBaHe Ha neveHue

= PeweHue Ha cneyuManuaupaHa KOMMUCHUA C ACHA MeauuUMHCKa MOTMBALMA
= (3advnxumenHo ce ombenssea nuNca Ha U3KMoYsall Kpumepuu)
CMNELMANU3NPAHA = MeauvuuHCKa AOKYMEHTaUMA, NOTBbPXKAABALA KpUTepUMTE NO NPpUNoXeHue 1
KOMUCUS 1 BCUYKU Heobxoaumu uscneasaHusi, CbobpasHo NpunoxeHue 2
w : *  PelleHne Ha cneuuanuanpaHa KOMUCUA C ACHa MedMLIMHCKa MOTMBaLUMSA 3a
3anoyBaHe Ha TepanuATa

A 4

0bp. M3-H30K

/ = “[poTtokon 3a npegnucBaHe Ha nekapcTea, 3annawanu ot H30K/P30K™ —

3aBepka Ha npoTokona B
P30K

Komucusa noun. 78, 1. 2 ot
330 B LIY Ha H30K

{ Mpotokonu 3a npo.qmsane Ha neyeHue

=  MepauuuvHcka AoKyMeHTauusa, NOTBbPXKAABaLLA KPUTEPUUTE NO NpUunoxexue 1
1 BCUYKK HeoBxoanmm nicneasanns, ceobpasHo NPUNoXeHue 2

=  PeuweHue Ha cneyuManuanpaHa KOMUCUA C ICHA MEAMLUMHCKA MOTUBALMA 33
npoabnXkaeaHe Ha TepanuaTa

* PeweHue Ha cneunanuaupadHa KOMMCHUA C ACHA MeJMULIMHCKa MOTUBauUus
(3adbmxumenHo ce ombens3ea nuMNca Ha U3KMoYeaLU KpUMepuy)

/ = ‘Mportokon 3a npeanuceaHe Ha NekapcTea, 3annawaHu oT H30K/P30K" —

CNEUMUATNTU3UPAHA
KOMUCUA =

0bp. M3-H30K

Komucua noun. 78, 1.2 ot
330 B LIY Ha H30K

3aBepka Ha NpoToKona B
P30K

LHY. = === = _
2 mmauoo@muqm nugemm ¢ noanuca ci B ,-,Peu.leﬂ_ue__u_a cneunanusupasa xomucua“ no Alp Ne 38: cnegHoTo!

Jenas pa mu-buge opobpexo 3 C neKapcTBeHwst NPOAYKT, Kato JeknapupaM, 4e CbM yBEJOMEeH 3a [eilCTBUeTO Ha
HasHaueHaTa nexapcTBeHa T AaBam uHG 10 -ChrNacwe Cuilata ga Mu Bwae npunarava®, ,Cbrnacen/a cbM 3a
W3NON3BaHe Ha NMUHWTE MW AAHHW 32 LSAWTE HA eKCNEepTus: »Kenan aa 6v4a yBepomeH/a 3a peaynrata ot excnepTuaara ot P30K
no eAwWH OT CnejHuTE HaYMHM mail, Tenedon unu Ha macro B P3OK"; ,Paspelasam 40CTLN 40 €NEKTPOHHOTO MU 34PABHO
AOCMe“. = it

3. MNpeawn cTapTupaHe Ha npoueca r ane Ha E-nporoken va 300, CNELManmsnpaHara KOMUCHA Cnej NoNy4eHo paspelueHve 3a
Aocten oT 30J1 A0 eNeKTPOHHOTO My 3APABHO AOCWE, NPaBW CNIPABKa NO ENEKTPOHEH NbT 3a M3AalEHN NPEAXOAHM MPOTOKONW, No
Cblma npodun Ha 3abonssare. MpoueceT no n3naeane wa E-npoTokon ce peanuavpa B MEAUUMHCKW codpTyep. B HacToswure
W3UCKBaHKUA Ca NOCOYeHW HeobXxoauMMTe AOKYMEHTHU 3a nagasaHe Ha E-npotokon Ha 30J1.

4. Kem Bceku E-npoTokon, C KOWTO € HasHaueHa NekapcTBeHa Tepanus, ce npunarat HeoBXoAzumuTe AOKyMeHTU (amBynaTtopHute
NUCTOBE, eNUKPU3W, N3CNEABAHNA W Ap.), Criej KOETO AOKYMEHTUTE Ce& W3NpaLyaT Nno eneKTPOHEH NbLT KbM MH(OPMALMOHHATA CUCTEMA
Ha H3OK. [lokymeHTuTe, kouTo culwectysaT B H3UC/uHdopMayuoHHaTta cuctema Ha H3OK, ce aeknapupar 8 E-npoTtokona c TexHuTe
YHUKanHu Homepa (HPH).

WHdopmauuaTa, 0THOCMMA KbM M3jaBaHe Ha E-npoToKona, KOATO € B JOKYMEHT, KOWTO HAMA enekTpoHeH OpMAT, Ce nonbnea B
PelueHueTo Ha cneuManuavpala KOMUCHS - OCHOBaHME 33 M3aBaHe Ha E-NPOTOKONA, UMK Ce NPUNAra KaTo CKaHMPaHo Konwe.

5. MNMpwn nzpasane Ha E-npoTokon no peaa Ha ekcnepTusata no un.78, 1.2 ot 330, oTnaga HeoGX0aMMOCTTA Aa ce npeaocTaBAT U
ChuxpansBear npunoxernue Ne 1 u npunoxenune Ne 3 ot HacToawuTe Maucksanusta Ha H3OK", npu cnesHuTe ycnosus:

- 3a npunoxenne Ne 1 - Npu HANWYMETO Ha TEKCT B CLOTBETHUA YekGOKC B Peluenne Ha cneunanuaupaHa komucus® no Alp Ne 38:
~JIMNCBAT N3KNIOYBALUM KPUTEPUK 33 3anoYBaHe/npogbIaBaHe Ha Nevexue ¢ JN*

- 33 npunoxexne Ne 3 - npu HanuMYNMeTo Ha TekcT B ,PelueHue Ha cneunanusupaHa komucus” no Allp Ne 38: Kenas aa mun 6uge
oao0peHo neveHwe ¢ NeKapCTBEHMA NPOAYKT, KAaTO AEKnapupam, Ye CbM YBEAOMEH 33 AEWCTBUETO HAa Ha3HayeHaTta nexapcreeHa
Tepanua u AaBam UHOPMUPAHO Cbrnacue cbllyata 4a Mu Gbae npunaraHa'.

2
%_ ] W3WCKBAHUA HA H3OK NPW NEYEHUE HA BPOJIEHW KOATYNOMNATWM B M3BbHBEONHUYHATA NOMOLL
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NPUNOXEHUE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUETO HA NALMEHTU C BPOAEHU
KOAIYNONATUN B N3BBHBONMHUYHATA NOMOLL

_ |MKB D66, MKE D67, MKE D88.0, MKE D68.2, MKE D69.1

CWrypHa anarHosa - noTebpaeHa Ha 6a3ata Ha o6lLoNpUeTHTE AMArHOCTUYHU kKpuTepun 2

2 |KnuHuyeHn CTaTtyCc U uacnenBaHus, Heo6xooMMM 3a 3anoYBaHe HA NeYeHue L3

3 |Nunca Ha M3kNIOYBaIM KPUTEPUU NO TOYka B '

T "”j“”‘”‘uug'iuaupana Kkomucun no Alp maa -
OKyMEHTaLWsA, NOTBBLPXA2BALLA KPUTEPUATE NG NpUMOXKEHUE 1 ¥ BCUYKW HEOBXOAUMU 3CNeABaHWA, CLOBPa3Ho NpUNoxeHwe

S/ILKMTENHO CE NPEACTABAT

B. U3KNIOYBALLM KPUTEPUM (TIPY 3ANOYBAHE HA NNEYEHUETO)

Mpu perucTpupaHe Ha TEXKW ANepritiHK U APYTM HEXENAHM NEKAPCTBEHN PEaKLIK.

(1) Neuvenwe ,,npu Heobxogumoct”
{2) NpoMNAKTHUKA NPYU BEUA.....ccceremerrnrrreeererseserssnnssnaneane

ﬁ,’é WM3UCKBAHWA HA H30K NPWU NEYEHWE HA BPOJIEHM KOATYNIOMATUW B U3BBHEONHUYHATA nomotLy




NPUNOXEHWVE 1B

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOBLMKABAHE HA NEYEHWETO HA NALUMUEHTU C
BPOOEHW KOAYNONATUM B U3BBLHBEONTHUYHATA NOMOLLY

B 'RPHT_EPHM 3A NPOABMKABAHE HA NEMEHUETO (SAOBLIDKUTENHW CA BCUYKW KPUTEPUW)

|MKE D86; MKE D67; MKE D68.0; MKE D68.2, MKE D69.1

1 |KnuHuueH edekT OT NPOBEXAAHOTO 40 MOMEHTa neyexue !

2 |KnuHMYeH cTaTyc M M3cneasaHns, HeoGXoAMMM 3a NPoAbIIXaBaHe Ha NeyeHue

3 |Nunca Ha M3knoMBaWM KpuTepun no Touka '

“ uenuqima(a gnxyuemauuﬂ noTeLpXAaBalLa xpmepnme no npunoxenue 1 1 BCuuKI maﬁxegumw nacneaBsaHus, CbobpasHo npunoxeHue
2 = o

. USKMIOYBALLIKY KPUTEPUU (NMPU NPOABMKABAHE HA NNEYEHUETO)

Mpy pervcTpypaHe Ha TEXKW aNeprtdHN 1 APYTN HEXENaHU NeKapCTBEHN PeakLmm

Mpw npoMsAHa Ha TepanuATa — yBeNu4YeHue Ha 4034, PeXMM, NPOMSAHA Ha Tepanus 3aabLIMKMTENHO CneaBa Aa ce
MOTUBMpPa HEO6XO0AMMOCTTA OT NPOMSAHATA KaToO Ce NPeACTABAT CLOTBETHUTE AOKYyMEHTH/U3CNeaBaHUS.

(1) neyeHue ,npu HeobxogumocT”
(2) npodmnaxTuka npu Aeua.

r W3UCKBAHUA HA H3OK NP NEYEHWUE HA BPOJEHW KOATYNIOMATUW B U3BBHEONHWYHATA NOMOLL,



NPUNOXEHUE 2

. JNIEMEBHO-OQUWAMHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW NPOAYKTW, rnioueHu B MpunoxeHnue 1 Ha M03NTUBHUSA NeKapCTBEH CNMCHK, 3a kouto H30K
3annala B CbOTBETCTBUE C HOPMATUBHUTE JOKYMEHTH.

Tabnuua Ne 1

MKB

Neyenne npu HeoGxoaUMOCT

D66

Heobxoanmara fo3a ce ofipefens Ypes u3non3seaHe Ha criegHara opmyna:
M3uckBaHuUAT Bpoi eauHUM = TenecHa maca (kg) x KenaHoTo NoBvLaBaHe
Ha chakTop VIl (%) x 0,5

i-'_ﬁrm:it:tocog Alfa
fonoctocog alfa)

D66

 MisumcnsiBaHeTo Ha HeobxoaumaTa f03a Ha cpakTop VIl ce npasu Bb3 OCHOBA

emnupuyHoTo npasuno, ye 1 IU caktop VIl Ha kg TenecHa maca
i aBa nnasmeHara aktueHocT Ha daktop VIl ¢ 2 1U/dl. Heobxoaumara
a ‘ce onpegens no cnegHata copmyna: Heobxoaum 6poi eguHuum (1U)
= TenecHo Terno (kg) x xenaHoTo nosuwasaxe Ha thaktop VIII (%) x 0,5

D66

mmnﬂaauem Ha Heobxogumara posa pexombunanten cpaktop VI Fc ce
OCHOBAaBa Ha EMNUPUYHOTO OTKpUTHE, Ye 1 MexayHapoaHa eawnuua (IU)
cakrop VIl Ha KMnorpam TENECHO TErmno NOBULLABA aKTUBHOCTTA Ha akTop
Vill B nnasmata ¢ 2 |U/l. Heobxoawmara pno3a ce onpegens upes
M3NON3BaHeTo Ha cnegHaTa cdopmyna: HeobxogvuMu eaWHMLM = TenecHo
Terno (kg) x xenawo nosuweHne Ha caktop VIII (%) (IU/) x 0,5 (IU/kg Ha
1U/dl)

Mpyn uHXMBUTOPY

. | 50-100 IU/kr TenecHa maca ¢ MakcvmanHa eaHokpatHa aosa o 100 U/kr

TenecHa maca u MakcumaniHa aHeeHa nosa ao 200 |lU/kr TenecHa maca

: :VHagﬁxo,qumaTa [03a ce onpeaens Ypes U3NON3BaHe Ha cneaHarta gopmyna:
1 HeoOxoaumn eamHuuM = TenecHa Maca (kg) X KenaHoTo NoBvWwaBaHe Ha
| aktueHocTTa Ha F IX (%) x 0,9.

Coagulation faeﬁ;rﬁf" :
(eftrenonacog alfa)

WauncnsaeaHeTo Ha HeobOxoawmaTa nosa pexoﬁﬁwuameu chaktop IX Fc ce

‘OCHOBaBa Ha EMNUPWHHOTO OTKpUTME, Ye 1 mexayHapoaHa eawHuua (IU)
{ chakrop IX Ha KAMOrpam TENECHO Terno NoBuLLIaBa akTMBHOCTTA Ha dhakTop 1X

8 nnasmara ¢ 1% ot HopmanHara aktneHocT (IU/dl). Heobxogumara gosa ce

*tmpenena Yypes - W3AOA3BaHeT0 Ha cnepHata dopmyna: Heobxoaumu
: eﬁmmm Tenecﬂo Terno (kg) x xenawo nosuweHue Ha daktop IX (%)

OYHOTO Ha HabniopaeaHoTO Bb3acTaHossiBade (IU/kg Ha

Coagulation factor IX
peKoMOMHaHTeH
KoarynauuoHeH cakrop IX
(nonacog alfa,
nonacog beta pegol ¢
yABLIKEHO AeHCTBUE)

D67

1.Usuncnseadeto Ha HeoBxogumaTta fJo3a OT MoOXe Aa ce OCHoBaBa Ha

U3BECTHUA haKT, Ye ce 04aKeBa eaHa eavHULA aKTMBHOCT Ha dhakTop IX Ha kg
TENeCcHO Terno Aa NoBULUK HUBOTO Ha dakTop 4 IX B uvpKkynauusTa cpegHo ¢
0,8 1U/dl (o6xeaT ot 0,4 no 1,4 IU/dl) npu nauventn = 12 roguun /Bpoin
Heobxoaumn U dhakTop IX= TenecHo Terno(e kg)X >KenaHo noeuwenune(%)
wnu (lUMI) Ha cbaktop IX X PeuunpodyHacToWHOCT Ha HabniogaeBaHoTo
Bb3CTaHoBsBaHe/

2.nauveHTv Ha 12 v noseye roguHu ¢ xemocpunus B.

WM3UCKBAHMA HA H3OK NMPWU NEYEHWE HA BPOAEHW KOAMYNOMATUM B U3BBbHEONHUYHATA NOMOLL,




Coagulation factor Vill, D66,
Eactor von Willebrand D68.0 20-501U/kg v 50-801U/kg npu EB® Tun 3
Mpu nauneHTu ¢ BpoaeHa xemodunusa ¢ MHXMBUTOPK cpelly dakTopuTe Ha
KpvBocbeupeaHe Vil unu IX > 5 BU (BeTe3zpa eauHuum) n Npw NauveHTy ¢
BpoOAeHa xeModunus, Npu KOMTO Ce 0YaKBa aHAMHECTUYEH OTFOBOP C BUCOK
D66, D67, | unxubutopen TMTLP kbM npunarane Ha caktop VI unu daktop IX - 90 ug
Eptacog alfa (activated) D68.2 u | Ha kg TenecHoTerno.
D69.1 Mpw naunexTn ¢ BpoaeH aecuumt Ha FVII -15 - 30 pg Ha kg TenecHo Terno
Ha BCeKM 4 - 6 yaca, AoKaTo Ce NOCTUrHE XEMOCTaz3a.
Mpu nauveHtn ¢ TpombacTeHuss HA [MaHUMaH - MPU HENOBNWABaHe OT
TPOMBOUMTHN TpaHCHY3UK.
in i D68.2 | npu BpoaeH AedUUMT Ha GHTMTPOMBUH 3 30-50 IU/kr TenecHa maca
= = Mpn___BpoaeH ,qe(buuﬁT Ha ButammH K, daktopu Il u X
coa riX, i, Vil {W3uMcnenaTa fo3a Ce OCHOBaBa Ha emnupudyHata Haxogka, ye 1 U
ang bination u D682 | Koarynauuonrex chaktop VI, daxTop IX, chaktop Il n chaktop X oT npoaykra
othrombin ] NoBWLLIABAT B NnNasmara cboTBeTHO Ha dhaktop VIl ¢ 0,019 IU/ml, Ha dakTop
IX ¢ 0,019 IU/ml, va cakrop Il ¢ 0,02 IU/ml u Ha daktop X ¢ 0,017 IU/ml.
EAHHHHHaTa 0033 He Tpsibea ga Hageuvwaea 3000 |U.
.3 mgikg BEAHLX CEAMUYHO 33 NbpBUTE 4 ceaMuUM (HaToBapeawa AJ03a),
D66 | a wnu OT noaabpxawia aosa 1,5 mg/kg BeaHBK ceaMuyHO, 3
i Ha BCEKU iBe ceAMULM, Unn 6 mg/kg Ha BCEKWU YETUPKM CeaMULM
MpwspoaeHn xuno n acbuGpuHOreHemMus.
1. TpuBBb3pacTHM 1 Jeua Ha M Hap 12T
Dosa (mg/kg TenecHo Terno) = TapreTHo HUBO - Mameﬁgno HWUBO
¥, . D68.2 0,018_(9!1 Ha mg/kg TenecHo Terno)
e 2 ‘qma.,qo 12r.
= = _Hosa (mg/kg TenecHo Terno) = TapreTHo HWBO - U3MEPEHO HUBO
: - = 0,014 (g/1 na mg/kg TenecHo Terno)
- camdgm D68.2 | MpenopbunTennata aosa e 35 IU/kg TenecHo Terno (T.7.) BEAHBbK MECEYHO

(Ha Bcekn 28 AHW t 2 AHKW), NPUNOXEH KaTO MHTPABEHO3Ha BOMYC MHXXEKUMA.

2. NPOCNEAABAHE:

Ta6bnuua Ne 2
U3xoaHm
CTOMHOCTH NpH
MokasaTtenu U H3cnenBaHuA 3ano4BaHe Ha B BOORN 118 o Mo m"“"“":‘
3 meceua 6 meceua 12 meceua | nokasaHun
nevyeHue
1. TenecHa maca (kr) X X
2. PucT (CM™) X X
3. OueHka Ha CTaBeH crartyc X X X
4. [lokyMeHTUPaHO HUBO Ha AeDULNTHUA & % %
KoarynauvoHeH daktop*
5. UscnepBaHe Ha nHxmbutopu (Bethesda) X x** X X
6. MKK (xemornobuH, xematokpur,
€pUTPOLMTH, NEBKOUMTH, TPOMBOUMTH) A g
7. PT, aPTT, TT ¢ubpuHoreH, X

WU3UCKBAHWA HA H30K NPU NEYEHWE HA BPOOEHMW KOATYNONATAM B M3BBLHEONHUYHATA NMOMOLL,




8. ALAT, ASAT, cdeputuH X X

9. AHTM-HCV antuTena, HBsAg, HIV X X

10. O6pasHu uscnegsanna (peHTreH, KT, %
MPT, exorpacus) Ha TapreTH1 30HK

11. Kcepokonue oT AHEBHMUKA Ha NauUMeHTa

C xemMounua C KOPEKTHO NOMbLIHEHU % %

Bpon enu3oau Ha KbpBeHe W KOMMYECTBO
¢nakoHu 3a oBNagsBaHe Ha BCEKU env3oq

12. GGT, ypea, KpeaTWHWH, NWUKOMHA s S

KUcenuHa, obukHOBEHA YpUHa, . ’

13. Camo 3a Emicizumab no KNUHWYHK

nokKasaHus

D - aumepwm 1x roauLIHO .
OudbepuHumanto BpoeHe - HaTpueka - 2 X X
rOAULIHO 3a M3KMIOYBaHe Ha

MUKpPOaHrMonaTua /LUN3oLuTi/.

* W3criefsanunTa €8 M3BLPWBAT NO KMHWYHN NOKA3AHKA

ce npeacraea camo undopmauuanoT. 1,2, 6,7, 11 13,
'Ha TepanuATa ce NpeACcTaBA caMo uncbopuauun nort.1,2,6,7,9n11

xapax‘repﬁcﬁ_@ nacbo'mermqﬂ NeKapcTBeH NPOAYKT, YTBbPAEHa no peaa Ha 3/INXM.

3. H3OKne sannaiia nevenwe W3BkH yka3aHaTa Bb3pacToBa rpaHuLia B KpaTKaTa xapakTepucTHKa Ha NpoayKTa.

4, H30K uemnmm neueune C AO3 HAJ, MAKCUMANHO PA3PELUEHUTE NO KpaTka XapaKkTepucTuka Ha npoaykTa.

JKENaHa nexkapcTBeHa peakuuws, nekapaT ysegomssa WAJ no peaa Ha un. 184 ot 3MNXM. Konue ot
WHCKaTa AokyMeHTauma Ha 30J1 npu KaHAMAATCTBaHE 3a NeveHue.

‘aa.qap.en MEAULMHCKM AOKYMEHT: cneunanusnpada komucna B NI3BMN Ha ocHoBanue Alp Ne
3aHe Ha TepanesTU4HUA OTrOBOP NPW NAUMEHTH, NONyYaBalyW CKbNOCTPYBALUW NeKapcTBEHN

Ha amruam no un.78, 7.2 ot 330, oTnaaa Heos:conmocrra AA C& NPeAOCTABAT M ChXPaHSBaT
2 oAuwTe Manckeanns Ha H30K".
8. WUspasaneto Ha E___ : BABa B CLOTBETCTBUE CbC ChBMECTHU Wasat-ms aa paﬁm'a C NOA3AEH MO ENeKTPOHEH NbT

npotokon IA/B/IC -

Hacmoswume uaucxeanunc& _'_' )

H30K u npedsapumenHo CbanacyeaHe
Ha HayuoxanHama 30pasHooCU2Y
u ommeHsim delicmeawjume U3UCKEaHLR, 8 Ct

] mue yn.51, an.w abe 8p. c an.8 om Hpaswmuxa 3a ycmpoucmeomo u OeiiHocmma
C sﬁauoxsmunma anu3am e cuna om damama Ha obHapodsaHemo um e  [JbpxaseH secmHuk"
22.07.20222. Ha ocHoganue peweHue Ne PL-HC-04-71/01.07.2022e.

ﬁ" : WU3NCKBAHWUA HA H30K NP NEYEHME HA BPOJEHW KOATYNONATAW B U3BbHBEONHUYHATA nomoLy
‘\.}k



MNPUNOXEHWE 3

AEKNAPALIUA 3A UHOOPMUPAHO CBIMACHUE C N3BUCKBAHUATA 3A 3AMNOYBAHE/ MPOABIMKABAHE
HA NEMEHUETO C NEKAPCTBEHWUA NPOAYKT

A3 po B B

3anosHax ¢ usanata MW npepocraeeHa qu)opmauuﬂ U uentTa Ha neYeHWeTo C neKapCTBeHWA
....................................................................................... ¥ cnej karto nony4ux u3depnarenHn OTroBopu Ha

BBLIPOCU, AeKNapupam ye:-

A3B3M NpenopbyYaHaTa Mu cxe NEYEHNEe 1 NEPUOAMIHOCT Ha KOHTPOTHUTE Nperneau.

OBHO LUe Ce ABSBAM Ha KOHTPONHW ApeInean M HAMa Aa NPOMEHSM CaMOBONHO WNW NOA APYro BHYLLEHMe

_ HasHaueHaTa M1 Tepanus.
3. TlpK npeycraHoBsiBaHe Ha NEYEHUETO MO NPUYMHM, HENPOM3TUYALLM OT PEIIEHMETO Ha KOMMUCHATa 3a ekcnepTuan B
- P30Kwu

ucusTa no un. 78, 1.2 ot 330, e yBeaoMs He3abaBHO NM4HMA C1 nexap.

Ha nocoueHnTe ycnoeust IMETO MU C YNOMEHATHRA NeKapcTBeH npoaykT we Gbae npekpaTeHo u

3TeHUMKn kbm H3OK.

a,l W3UCKBAHMA HA H30K NPW NEYEHWUE HA BPOIEHW KOATYNOMATUM B U3BBHBEONHUYHATA NOMOLL,



