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PENY6NNKA EbNTAPNA
14snr nHvr erHa areHLl14s
6rnrapcKa cnyx6a 3a aKpeAilrat-lnR

Crpa na no M Horocrpa H Horo cflopazyveH He
3a BsanMHo npHSHaBaHe Ha EA e raen odnacr

3AnOBEA

Ne A 300

CoQrn, 2L.O7.2O23 r.

Ha ocsogan[e q;r. 10, a.n.1, 't.4, ttn,27, an.3 or 3axona 3a HaunoHanHara aKpeArraqhqra
Ha opraHh 3a oqeHRBaHe Ha cborBercrBuero vt r,6 or t-lpoqeaypa 3a aKpeAl4raqhn (BAS

QR 2) BbB Bpb3Ka c orKpilra npolleAypa per. N9 406/258 nV/nA/23.72,2O22 r., AoKraA
or olleHKa BX. Ns 406/258 nvl4/B/L3.04.2023 r., aHeKc BX. Ne 406/258 nV/7
/8/74.06.2023 r. il craHoBr4qe Ha KourcrR no aKpeAnraLlrt N9 406/258
nt4 / nA/ B / Bl 28.06.2023 r.

NPEAKPEAI4THPAM

H3nbnHnTEfl HA ATEHLIHC nO nEKAPCTBATA

AHPEKqHg *AHAnU3n HA AEKAPCTBEHT4TE nPOAvKTyl"

AApec Ha ynpaaneHue H Ha na6oparopnn: 1303 CoQra A, yn.flamrH l-pyea N9 B

rp. Co$rn L797, 6yn. "f.M.firunrpoB" N952 A, er.7
Ten: +359 9766 4OLi OaKc: (+3592) 9766 415

e-mail : offlce@nab-bas.bg

rXBA HSNHTBAHC HA:
Tnn o6xear: r-bBKaB sa qacr or o5xBara

N9

no
DET

HarnaeHoaaHhe Ha
il3nhrBaHfiTe npoAyKTl4

BnA Ha il3nhrBaHe/
xapaKTephcTHKa

MeroAr 3a h3nxrBaHe
(craH4aprNenpann/

Ban r4.4h pa H fi )

l- 1L 3 4
I, Axruenm 14 noMou-lHr,l

BeqecrBa (1; x"
KpailHr neKapcrBeHfi
npoAyKrr4 (2) xx
KpafiHr neKapcrBeHu
npo.qyKTl4 - BaKcnHh h
nMyHoaornq HH

neKapcrBeHfi npoAyKTt4
/?'\ x*
KpafiHn neKapcrBeHh
npoAyKrrl, nonyqeHh oT
tloBeluKa KpbB hnkl
LroBer.rjKa nfia3Ma (4; xx
C6opua qoBettlKa
nnaaua (5)
Me,qn qn Hcrvl v3Aen.4n -
KanKH 3a OLt14, pa3TBOptl
sa 4eeruSerqrR,
cbxpaHeHHe r
npoMhBaHe Ha TBbpAH
KoHTaKrH14 neulr (6) **

1.1 l4AenrnqHocr Ph. Eur. 2.2.24 (1), (2)
Ph. Eur. 2.2.25 (1), (2)
Ph. Eur. 2.2.29 (1), (2)
Ph. Eur. 2.2.43 (1), (2)
Ph. Eur, 0163 (3)
Ph. Eur. 2.7.1 (Meroa
4aofiHa paAilanHa
HMvHoar46v3rn) (3)

1.2 KonrqecrBeHo
onpeAenqHe

Ph. Eur. 2.2,25 (1), (2)
Ph. Eur. 2.2.29 (1), (2)
Ph Eur. 2.2.20 (1), (2)
usP 541 (1), (2)

1.3 CtarpxaHre Ha

NDhMCCH
Ph. Eur, 2.2.29 (1), (2)

1.4 CrArpxaHhe Ha BoAa
qpe3 nonyMhKpo
onpeAenflHe

Ph. Eur,2.5.12 (1), (2)

1.5 Crenes Ha pa3reapeHe Ph. Eur, 2.9,3 (anaparr 1

u 2),
Ph, Eur, 2.2.29, Ph. Eur.
2.2.25 (2\

1.6 Ocuonaprrer Ph. Eur. 2.2.35 (2)
1,7 Pearcunn Ha pa3rBoDa Ph, Eur. 2.2.3 (L\, (2). (6)



ruMacroro6xeara
t\lo

no
Den

HaHMeHoaaHt4e Ha

il3nilrBaHhTe npoAyKrl4
BUA Ha H3nHTBaHe/

xapaKTepilcTnKa

MeroAn 3a il3nilTBaHe
(craH4aprra*rPannl

eannaHpaxil)
1 2 3 4

(pH)
1,8 PasnaAaeMocr Ha

ra6nerxr t4 Kancynn
Ph, Eur. 2.9.1 (2)

1.9 Ycrofir-t14Bocr Ha

cqvnBaHe Ha ta6nexn Ph. Eur. 2.9.8 (2)

1.10 3arv6a nph cyueHe Ph. Eur. 2.2.32 (1), (2)

1.11 PaeHoMepHocr Ha

MacaTa Ha eAHOAO3OBI4

npenaparh
Ph. Eur. 2.9.5 (2)

1,12 Aenrmocr Ha

ra6nerxn
Ph. Eur. A47B (2)

1.13 Cpensa Maca BnM 8/2018 (2)

1.14 PaeHoMepHocr Ha

AO3OBilTe eAa{Hnu,vl
Ph. Eur. 2.9.40 (2)

1.15 Sncrpora n creneH
Ha onanecueHuilg Ha

DA3TBODA

Ph. Eur. 2.2.1 (BnaYanen
ueror) (2)

1.16 Llenr Ha Pa3rEoPa Ph. Eur, 2.2.2 (Mero4 I)
(2\

^1.17 Mnxpo6uororrqHo
KaqecrBo Ha cTeprnH14
reKapcrBeHH npoAyKTh

Ph. Eur, 2.6.L (2), (3), (6)
Ph. Eur. 2.6.t4, NeroA A
(2\

1,18 Mrarcpo6uonorrqno
KaLrecTBo Ha HecTephnHh
neKapcTBeHn npoAyKTl4

Ph. Eur
Ph. Eur
Ph. Eur

2.6.t2 (2)
2.6.13 (2)
2.6.3L (2)

1.19 OrcrcrBhe Ha

KOHTaMHHhpauh
M14KpOOpraHr3M I

Ph, Eur, 2.6.1 (3)

1.20 Onpe.qereHe na 6Poil
xn3Hecnoco6nn eAunnqr
Ha EUX BaKcnHaf
nuobvtnnznoaua

WH O/TBlTech nical Gu ide/
77.9 (3)

1.21 OnpeAensHe Ha o6ul
6eartrc

Ph. Eur. 2.5.33 (Merot 7,
npoUeiqypa A no KerAan)
(4)

1.22 Pasnpe,qeneHile no
roreMHHa Ha MoneKynhTe

Ph. Eur, 0255,
Ph. Eur. 2.2.30 (4)

1.23 OnpeAennHe Ha

aKTIBarop Ha

nDeKanil KpeNHa
Ph. Eur. 2.6.15 (4)

1.24 Brnu:eH BnA Ph. Eur. 0153 (3)
Ph. Eur. 0255 (4)
Ph. Eur. 0918 (4)
BnMT/2018 (1). (2), (6)

1.25 ilboataqHa onaKoBKa BnMT/ZOLB (2), (3), (4),
(6)

1.26 BroprqHa onaKoBKa BrlM 7 /zOtB (2), (3), (4),
(6)

I.27 Ilvtctoel<a BnM 7/2078 (2), (3), (4),
(6)

1".28 BrpycHH MapKepfi,
aHrurena xtv HIV-1./HIV-

10/2018 (s)BTM

I4A 6CA 3anoeeA Ne A 300/21.07.2O23 r. Crp.2/3



Tun o6xpar: r'bBKaB 3a qacr or o5xsara
N9

no
Den

HahMeHoaaHhe Ha

n3nrTBaHfire npoAyKTl4

BnA Ha uannraaue/
xapaKTepHcThKa

MeroAn 3a ta3nrrBaHe
(cran6aprrznpann/

ean han oaH il )

1 2 3 4
1

7.29 BnpycHr MaPKePh,
HBsAq

BnM e/2018 (s)

cA L4 o {} f i4f i4 I iAiiriltiil
l\( ) KYM El-i ! {:1 l-!l+r''tl.tiAFfi

Fuexaa o'xBart*BaBexAaHeTo Ha HoBa Bepcun Ha craHAapTnre ,lnn craHAaprt4'ret Kohro rn
3aqeHgr e pa3peaeHo. fia6oparopusra no,IAbpKa aKryaneH cnrlcbK Ha craHqaprure c rexHnre

AaTnpaHu Bepc4,4.

xxB paMKara Ha cBoflTa KoMneTeHTHocTt na6oparopnnra e ynbnHoMouleHa Aa onpeAenfr

orjenssaunre npoAyKrt4 (rconoua 2) no Qnrcnpanwre xapaKTepucrt4rcn (rconoua 3), carnacuo
MeToAnTe 3a r43nnTBaue (rconona 4 u arcryaneH cnucbK Ha craHAaprhre c rexHI4Te AaThpaHn
eepcnu*), cneA n3BbpueHa BepuQnxaUnn (nnu aanngnpaue), o6eaneqeuocr cbc CPM/PM u

xann6pnpaun rexHt4qecKn cpe4crBa. fla6oparopnsra noAAbpxa nogpo6eHt AarnpaH cn4cbK Ha

npoAyKrhret npnHaAnoKauJh KbM cnoMeHarure B o6xeara Ha aKpeqnrauhg.

flogoeaeaHer
1. ph. Eur. - Eeponeicxa oapuarconeF, aKryanHo n3.qaHhe onpeAeneHo ctc 3anoeeA Ha MrHucrbpa
Ha 3ApaBeona3eaHero*
2. WHO/TB/ Technical Guide/ 77.9 - C3O /TP/ rexHr4qecKo p'r,KoBoAcrBo/ 77'9 lzlH enrpo

r43cJreAgaHe Ha BCG npo4yrrrx
3. USP - AuepNraucra $apvaxonetl, MoHorpaQus 541 Trrpnmerpus, aKryanHo il3AaHhex

Onrcnpan o6xsar;
1. BIIM 7/2018 Onpe.qerqxe Ha BbHueH B[,q, onaKoBKa u nycroBKa;
2. BIIM 8/2018 OnpeAersHe Ha cpe,AHa Maca;
3. BflM 9/20t8 l4snhraaHe 3a HanrLthe Ha HBsAg e npo6r or
e H3u M Ho-cB-L,p3a H H MyH ocop6e Hren recr ( ELISA) ;

c6opHr LtoBeuJKt4 nna3MH qPe3

4. BrlM 10/2018 l43nrrBaHe 3a Haruqhe Ha aHrfirena cpeu-ly HIV I/HIV 2 a

qoBeuJKl4 nra3MH qpe3 eH3hM Ho-cB'bp3aH ra uyHocop6eHTeH recr (ELISA)

HacroRu-lara
il3AABAHCTO

npo6r or c6opHr

HAPE)I(AAM

,Qa ce [3AaAe Ceprr,rQraxar 3a aKpe,qrraqfiff per, Nq 258 IILA or 21 .07,2423 r., eannAeH.qo
21.07.2027 r.r c npvnoxeHhe HacToeqara 3anOBeA/ HeAennMa Llacr oT Hero.

CeprNQrxan r 3a aKpeAHTaLlrF c npmnoxeHNeTo/ Aa ce nonyqaT oT Arpercropa/
npeAcraBhren Ha h3nbf|H14TEIHA ATEHUhfl nO flEKAPCTBATA (hAfl), pbKoBoAilre.nn Ha

,{rperqrn "AHanH3il Ha neKapcrBeHilTe npo.AyKTt4" J4I1t4 ApYro ynbnHoMolqeHo Jl14Lle B

crpaAara na 1,1A ECA.

l-1pr nonytaBaHe Ha npeH3AaAeHnF cepTn@hKar/ aKpeAtlThpaHoTo nhqe e AnbxHo 'qa
BbpHe e l4A ECA ophFilHana Ha CeprrasNrar 3a aKpeghrallfin per.N9 258
IIA/2L.05.202!r,, BanhAeH Ao 23.07.2023r. n nprnoxeHhe - 3anoBeA 3a aKpeAhraLlHF
NgA 302/21.O5.2O2Ir., He.qenxMa qacr or Hero.

3anoBeA Aa ce cto6ttltt na |AAI1, rp. Co$hr a 3 (rpr) AHeBeH cpoK or

,"*. ,6\,A EoJ
nsnrn r{rare\H/lir r

Ha l4A,,Qurhpctp
aa avn6nrrrr, rrr-"\

ABOBA
Krop

3a aKpeAHTaLlre

K1A 6CA

nyx6a

3anoeeA Ne A 300/21.07.2023 r. Crp.3/3


