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OTHOCHO: nucmo ot H30K ¢ m3x. Ne 20-00-284/16.11.2023 r., naw sx. Ne 35-00-1404#1/16.11.2023
r.. B JonbjiHeHHe KeMm nHemo ot H30K € M3X. Ne 20-00-284/29.08.2023 r.. BbB BPB3KA C HINBIHEHHE Ha
3apagHMTe AeitHocTH no wi. 82, an. 2. 1. 3 or 3akoua 3a 3apaBeTo. BKMOYeHH B , Hayuonainwa npozpava sa
nwpewyna  npoghurakmuxa wa paxa wa mamowwama wadwa 6 Penvinuxa Bwacapus  2021-2024
(Hayuonaiwama npocpava) ™.

YBAKAEMH [I-P MHTEB,

Bue Bpbika ¢ nuemo ot H30K ¢ max. Ne 20-00-284/29.08.2023 r. n B A0NBIHEHHE HA MOCOYEHaTa B
Hero HHOPMALIMA H VKa3aHHA OTHOCHO OCHIYPABAHE Ha J0OCTEMN A0 3ApaBHMTE JeHHocTH no un. 82, an. 2. 1. 3
oT 3aKkoHa 3a 31paBeTo, BKIOMeHH B . Haywowawwa npocpava 3a mepeuwvxa npoguiakmuxa Ha paxa Ha
samounama wauiwa & Penvonuka Bvazapun 2021-2024 2 (Haywonamama npocpawa) ™, © HaCTOALIETO MHCMO

H30K un nudopmupar caeinoro:

C uen HenpeKBLCBAEMOCT Ha MpOLIECca MO OCHIYPABAHE WiNbJIHeHHeTo Ha Hauwonannara nporpama. 3a
2023 r.:

1. Kum 01.09.2023 r. mexay H30K wu apywecrsoto .Mepk llapn u [oym brarapus™ EOOJ] -
VITBIHOMOLLEH TpeJCTaBUTENl Ha MpHTeXkaTens Ha paspewenue 3a ynotpeba Merk Sharp & Dohme B. V.,
Huzepnanaus, Ha uMyHonorHuHuA nekapereed npoayvkr Gardasil, Suspension for injection, 0.5 ml, Pack: |
pre-filled syringe + 2 needles, ¢ mMexavHapoaHo venatenTHo naumerosanne (INN) Papillomavirus (human
types 6, 11, 16, 18) e ckmoyeHo JONMBIHHTENHO CMNOPa3YMEHHE KBM J0TOBOpa 3a oTcThnku 3a 2023 r. 13

OCHIYPSBAHE HA HeoOXOAMMOTO KOJHYECTBO BTOPH /103 OT mnocodenara Bakcuua Gardasil n
3aBLPUIBANE HA HMYHH3AIHOHHAS KYPC HA JHHATA OT HEIEBATA IPYNA, HA KOMTO € NOCTABEHA NbpBa
moza 1o 31.08.2023 r.

2. Kwum 01.09.2023 r. mexay H30K wu apyxecrsoto .Mepk Ilapn u [loym bwnarapus™ EOQOO] -
VITEIHOMOLLEH MpeCTaBUTEN Ha NPHTERATeNd Ha palpeweHne 3a ynotpeba Merk Sharp & Dohme B. V.,
Huzepnanaua. Ha MMYHOIOMHYHHA NEKAPCTBEH NPOAYKT € ckmoyeH Jorosop 3a 2023 r. 3a OTCTBIKA OT LieHaTa
Ha HMYHOJIOTHYEH JleKapcTBeH NpoaykT — Bakcuuata Gardasil 9, Suspension for injection, 1 dose (0.5 ml),
Pack: 1 pre-filled syringe + 2 needles, ¢ INN Papillomavirus (human types 6, 11, 16, 18, 31, 33, 45, 52, 58). B
pesvarat Ha ToBa, ot 01.09.2023 r. sakcunata Gardasil 9 e BkmioueHa B H3NwIHeHHeTo Ha Haumonanuara
nporpama.

Ot 01.09.2023 r., p v3nwaHenue Ha Haunonannara nporpama, OTLT cneaea aa noctaesr:
-sakcunara Gardasil camo kaTo BTOpa 1033, 3a 3aPbpLIBAHE HA HMYHHIAUHOHHHA KYPC HA HLA OT uejesata
rpymna, Ha KOMTO € NocTaseHa Nbpea ao3a 1o 31.08.2023 r.; :
-pakcunarta Gardasil 9, na 1Mua OT ueaeBaTa rpyna, KOWTO 3ano4BaT HMYHH3ALUHOHHHA KYpC.



-llo npenopkka HA MMHHCTEPCTBOTO Ha 3OIPABEONAIBAHETO. MO HIKTHMEHHE H CaMo NpH HATHYHE HA

ONpeaciIcHH VCI0BHA. VCTAHOBEHH B HH@OFHHUHHT&. nocoycHa nNo-101y, € J0MyCTHMO NOCTABAHE HA BTOPA
Jo3a OT nekapcTeenus npoaykt Gardasil 9 caen 01.09.2023 r. Ha MoMH4eTa, NOAYHHIH MTBPBH TIPHEM C
Gardasil 9 cpemy 3anaamane, T.e. m3esH Haunonansara nporpama (npeau 01.09.2023 r. u sxmnouBane Ha
nekapcTeenna npoayer Gardasil 9 B Haunonannata nporpama). [MoapoGHocTH ca nocodenn B nyOaMKyBaHa
HHOpMalMA OTHOCHO M3NBAHenueTo Ha Hauwowanuata nporpama Ha MHTepHeT cTpanMuara Ha H3I0K
(https:/'www.nhif bgbg/outpatient/gp/documents).

Baxkno!

B cavuaii, we cnen 01.09.2023 r. ce noctaga BTopa no3a oT Jaekapersenns npoavkr Gardasil 9 wa
MOMHYETA, NOIVYHIH NbpEH npueM ¢ Gardasil 9 cpemy zanaamawe. T.e. w3esH HauwonanHata nporpama
(npean 01.09.2023 r, u skawouave Ha nexapcreenua npoavkr Gardasil 9 8 Hauwowannata nporpama) o

CLIIIACHO MOCOYEHOTO B MyDJAHKYBAHA HHOPMALIMA OTHOCHO W3MbIHeHMeTo Ha Haumonanuwata nporpama Ha
HHTepHeT cTpaHHuaTa va HIOK (https:'www.nhif bg/'be outpatient gp documents):

Ilo uskmouenue e domyemuwo nocmasswe wa emopa doza om fexapcmeenus npoovim Gardasil 9 creo
01.09.2023 2. na movunema, norvuau nepsu npuem Gardasil 9 cpewy sanaawane, m.e. wswn Hayuwonamama
npocpavia (npeou 01.09.2023 2 w exmousane wa dexapcmeenus npoovem Gardasil 9 & Hayuwowaiwama
npospada).

JadwaxNcumeno YeI06eue 30 mosd e pooumerim da npeocmasi va ceomeemuud OILT svecwmpuncru doxymenm ¢
BRUCANU 6 HEX0 MBPIOGCKOMO HAUMEHosanue na npwioxcenama eavcuna Gardasil 9, oama wa nocmagsne,
NAPMUOEH HOMED (HEFAOBANCUMETHO), NOONUC NEYAM HA TeRAps, NPIIONCILT GAKCUNAMA.

Ilocowenume dannu credea oa owoam ompazent om cwomeemuur OILT & noae |, Tepanus * na awoyviamopnus
aucm (onansa M3-HIOK Ao 1) sa wsebputenama uMyHuzayia.

B ciovuaii Ha oTyeTeHa BTOpa f03a OT JekapcTBenns npoavkr Gardasil 9 B nepuoaa 01.09.2023 r. —

01.03.2024 r., npeasnd. Ye nodeto ..lepanus™ € TEKCTOBO M HE MOMKE Ja CE€ MPOBEPABA ABTOMATHYHO OT

HHQIOPMALIMOHHATA CHCTeMa. e Objle Heobxoaumo exkcneprure Ha P30OK na M3IsbplIBAaT NpoOBEpKH Ha
amGyviaropuna auct. Korato B aMGvIaTopHMs JMCT, NPH OTYETEHA BTOPA 1033 OT NEKAPCTBEHMA NPOIVET. B

none .. Tepanua™ auncea uudopmanis 3a NOCTaBEH NLPEH NMPHEM (Cpelly 3anialane, T.¢. Wik Haunonanuara
nporpaMa). TO BAKCHHATA cienpa Ja Owjde oTxebpiesa o7 nnawade. [lpH npaeunaHo nocovpaHe Ha
ropeENoOCOYEeHaTa H3IHCKVEMA HH&IODH&L{HH OTHETEHATA BAKCHHA CIICTBa 14 ELQE NOTELPIEHA 34 NAALAHE,

3. Ha wunrepner crpannuara Ha H30K e cexums https:/www nhif be'be'software'ep - . HipbuBoanmuna
nomowy/ Codryep-OIUT" e nyGaukysan daiin ..Yr1ounenus otocHo xml daiin 3a oTuMTaHe Ha MCKOBeTe Ha
OI] 3a m3pbplieHHTE HMYHH3ALMMK CPELLY Paka Ha MaTO4HAaTa lWHiKa™, ¢ koiTo OIJT cnensa na ca 3ano3HaTy.

4. B nyGnukyeanua paiin e nocoven renepupanng .. Koa 3a HIBbplueHa HMYHHIAUMA™ 32 HOBHA HMYHOOTHYEH
nekapcreed npoavkt Gardasil 9, Suspension for injection, 1 dose (0.5 ml), Pack: 1 pre-filled syringe + 2
needles, ¢ INN Papillomavirus (human types 6, 11, 16, 18, 31, 33, 45, 52, 58) -C4.SE.

5. OGwonpakTHKYBalMTE JeKapH clelBa CTPHKTHO Ja cbOIKIaBaT M CNA3BaT VKA3AHMATA 3a MOCTABSHE M
OTHHTAHE Ha BAKCHHHTE Mo HaI.I.HGHaJHETE nporpamMa.

6. OGwonpakTHKYBalllMTe fEKapH CllelBa 1a OTIPaBAT 3asBKWTE CH M 3a JBETe BAKCHHM, NPH CNaiBaHe Ha
FOPHHTE YKA3aHHA, 10 NPHTEkKATENA HA paspellieHHeTo 3a Tbproeus Ha eapo . .Ctuar™ AJl - 3a HeoGXxoaumuTe
MM 1103M: 32 BTOpPH npuem o1 Bakcuuara Gardasil, Suspension for injection, (.5 ml, Pack: 1 pre-filled syringe
+ 2 needles, ¢ mewaynaponHo HenateHTHO Haumenosanue (INN) Papillomavirus (human types 6, 11, 16, 18), m
3a HeoDXoAHMHTe M 1030 oT Bakcunara Gardasil 9, Suspension for injection, 1 dose (0.5 ml), Pack: 1 pre-
filled syringe + 2 needles, c INN Papillomavirus (human types 6. 11. 16, 18, 31, 33, 45, 52, 58).




