‘OBPA3EIl N2 10
TEXHUYECKO INPEIJIOXEHUE

3A YYACTHE B OTKPUTA IIPOLIEAYPA 3A BB3JIATAHE HA OBLIECTBEHA
IHHOPBYKA C IIPEXMET:

» CKl0Y6aHe HA paMKO60 cnopasymenue 3a 00CMABKA HA 6AKCUHH 3Q 3A0bANCUMENHU U
uenesu  uMynusauuu U peumyHusayuu, OuonpodyKkmu 3a  uzebpuieéaHe Ha
NOCHMIEKCRO3UHUOHHA NPOPUNAKMUKA 30 CbOmEemHUme 200uHU npe3 cpoKa Ha delicmeue
Ha chopasymenuemo*,

no Obocobena nozuyua Ne 2 npeomem ,,Jlocrmaska Ha 6aKcuHa c/y mybepKynoza*

JI0: MUHHUCTEPCTBO HA 3APABEOIIA3ZBAHETO
C anpec rp. Codus , . Ceera Henems” NeS

Or: CTHHI AJ

¢ axpec: rp. Pasrpaz, 6yn. Bearapus Ned8, 6510k Buroma 1, Bx. I, eT.4, an.37,

ten.: 02 970 31, dake: 02 970 33 01, e-mail: office. soﬁa@stmgpharma com

Byncrar / EUK: 116584586,

Hata y mMsacTo Ha perucrpanus no JJIC: 21.12.2006 r. rp. Codus ¢ HaeHTHOHKAHOHEH Ne
no 3JIJIC : BG116584586

YBAXAEMH JAMH U T'OCIIOJA,

C Hacrosmoro, Bu npeacTaBsave HauIETO TEXHAYECKO NPEMIOKEHHE 3a H3ITbIHEHUE
Ha obsBeHara OT Bac mpomenypa 3a Bb3jaraHe Ha OOMECTBEHA MOPBYKA C MPEIAMET:
»CK0u6ane HA PpaMKOBO cnopasymenue 3a 0ocmaeKa HA GAKCUHU 3a 3a0bANCUMENHU U
Heneeu  UMYHU3QUUU W DEUMYHU3AUUU, OUORPOOYKMU  3a4  U3GHLPUIGAHE HA
NOCMEKCRO3UUUOHHA NPOPUNAKMUKA 30 CbomEemHume 200UHI Kpe3 CPOKA Ha delicmeue
ha cnopasymenuemo®, Obocobena nosuuusa Ne 2 npeomem ,Jlocmaska na eaxcuna c/y
mybepkynoza“., otkputa Pemenne Ne P/I-11-653 /29.12.2014 r. na JI-p Ilersp Mockos,
MHHHCTBp Ha 31paBEONAa3BAHETO H BB3IOKHTEN,

— 1. Cpok®T 3a H3MIBJHEHHE Ha NpeaMeTa Ha mopbukara e 10 31.12.2015 r., /evenacuo
npoexkma na 002080pa/
2. CpoxsT 3a J0cTaBKa Ha Guonponyktute e o 10 /neceT/ KaleHAApHH AHH Cilen
NOJy4aBaHe Ha MHCMEHA 3asBKa 3a HEOOXOUMOTO KOMHYECTBO.
['apauTtupame, ue cMe B CBCTOSHHE A2 H3ITBJHHM KaueCTBEHO NMOPBHYKATA B MBIHO
CBHOTBETCTBHE C rOpeonucanara opepra.

IIpuioxenue:
1. 3aBepeH6 xomme Ha BANMIHO paspelleHue 3a ynmoTpeba B CTpaHaTa, M3JAAEHO IO peia Ha |
3JIITXM nmn Pernament (EO) Ne 726/2004 na EBpomneitckds napyaMeHT 1 C'bBé‘{a Ha EC (un.
23, an. 1 or 3JIIIXM) c kpaTKa XxapakTepHCTHKA. L
2. lexnapanus, ye JOCTaBEHHTe GHONPOAYKTH I1¢/ObIaT ¢ OCTAThYEH CPOK HA TYAHOCT HE
no-mManek ot 45 % /uerupuaecet U ner/ oT oGBEHUAT OT NPOMABOAUTENS KbM_Jatata Ha
BCSIKA nochKa RS P
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3. Jexnapauusi, 4e GHONPOLYKTa € BKJIIOYEH B Ilpunoxenne Ne 3 na ITo3uTHBHHS
NEKAPCTBEH CIUCEHK. ~

4. Jexnapaumsa, 4Ye OHONPOAYKTHTE Ii€ 6BAAT OKOMILIEKTOBAHH C HeoOXoUMHTE
TEXHAYECKH CPEeACTBA 32 TAXHOTO INpPUIOKEHHE (UIJIH, CIPHHIOBKH/TIPEABAPUTENHO
HalI'bJIHEHH CIIPAHIIOBKH).

5. Rexniapauus, ye Ipu NOCTaBIHE B CKiIana GHONpPOAYKTHTE IE 6BAAT OKOMILICKTOBAHHU C
TEMICPaTypHH MOHMTODH, YIOCTOBEPSBAIUM CNA3BAHETO HA XIA/WIHATA BEPHTA IIPH
TPaHCIIOpTa M CBXPaHCHUETO N0 NOCTaBKATa CHIJIACHO YKA3aHHSATA HA MPOM3BOMHMTENS (CHIL
wi. 10 na Hapen6a Ne 15/12.05.2005 r.). '
6. Jlexnapaums, ue cXemaTa Ha NpPHIOKEHHE Ha OHONPONYKTHTE 33 3aMbIKHTEIHH
HMYHHM3aIMd H pEHMYHH3aUHH IO€ CHOTBETCTBA Ha VIMyHH3aUMOHHHS KaleHAap Ha
Peny6nuka Beirapus (cprm. 1. 1 or [Tpunoxenue Ne 3 kM wi. 9, an. 2 or Hapen6a Neo
15/12.05.2005 r.). '

7. Nexjapaumus, 4e BaKCHHUTE 3a MMYHH3aLHH 10 6 HaBBPIIEHH Meceuy Cle] pakAaHeTo
cpemy 3a00NiBaHMATA, BKIIOYEHH B MIMyHH3anHOHHMS KaleHgap me ca 0e3 >XHBayHO-
ChIBpXkAIl KOHCEPBAHT MIIM TAaKbB B KOJHYECTBO MOA 2 MHKpOrpama 3a 103a (cpra. T. 2 ot
[Ipunoxenue Ne 3 keM . 9, ain. 2 ot Hapen6a Ne 15/12.05.2005 1.).

8. lexnapauns, e GHONPOAYKTSHT 3a H3BBPLIBAHE Ha 33B/DKHTEIIHA IIIAHOBA HMYHH3AIHS
M pCHMYHH3AaLMK TPOTHB TyOepkynosa me GbAe kuBa JHOIIM3HPAHA BAKCHHA IHNAM
Mycobacterium bovis (csri. T. 6 ot Ipunoxenue No 3 kbM wi. 9, an. 2 or Hapenba Ne
15/12.05.2005 r.).

9. Mexnapauus ¢ npuuoxeHo H3BieueHHe oT CHHCHKA MO YU 1, 1. 1, GykBa ,,6“ ot
Hapen6ara 3a ycnoBusaTa u pefia 3a ChCTaBsHE HA CIIUCHK Ha MEIUIMHCKUTE U3JEIIA 10 Y.
30a ot 3MU u 3a ompegensHe Ha CTOMHOCTTA, IO KOSTO Te Ce samtamar /Hapen6ata/, ot
KOCTO H3BJICYCHHC Jia € BUIHA IPOJAKHATA LIeHa 1o cMHChNa Ha § 1, T. 29a ot 3MU, BobB
BpB3Ka ¢ § 1, T. 4 OT NONMBJIHUTENHHTE pasnopenbH HA Hapenbara, ot yuacThuka 3a Bcska
TIO3HLHUs], 32 KOATO TOH KaHAMMATCTBA;

10. Nlexnapaums 3a CHOTBETCTBHE OT IPOM3BONHMTENS WM HETOBHS YITBJIHOMOIIEH
NpPENCTABUTEN.

11. Odunnanen AOKyMeHT, m3fafeH oT M3IbIHHTEIHATA ATeHLHA 10 JekapcrBata OT
KOHTO Ja € BHOHO, 4e HiMa peructpupann gaHHu B UHAJl w/mmu EUDAMED 3a
MHIMACHTH/MOTCHUHAHH HHIMICHTH TIpe3 TIOCHEIHATE [Be [OMMHH, KaKTo M 3a OJIOKHpaHH
H/IH M3TErJICHH IapTHAH IIPE3 NOCIEAHHUTE ABE TOAMHH

12. Jleknapauns OT y4acTHHKa, B KOSTO C€ IIOCOYBA KOHKPETHHAT obImecTBeH (OHI Ha
CBOTBETHATa IbpPIKaBa.

Hara: 10.02.2015 r.
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OBPA3EI[ N 10
TEXHUYECKO ITPEJJIOKEHNE

3A YYACTHE B OTKPUTA TIPOLIEYPA 3A Bb3JIATAHE HA OBLIIECTBEHA
INOPBYKA C IPENMET:

»CKl0usane Ha pamkoeo cnopazymenue 3a docmaska na 6AKCUHU 3a 3a0bANCUMENHU U
uenesu  uMynusauuu u  peumyHuzayuu, GuonpodyKmu  3a u3evpuwieane Ha
NOCMEKCNO3UYUORHA NPOPUIAKIMUKA 3 CbOMBemHUMe 200UnN npe3 CPOKa Ha Oelicmeue
Ha cnopasymenuemo®, no Ob6ocobena nozuyua Ne 6 - Hocmaska na eéaxcuna c/y I
Iy6epkynun — INN Tuberculini purified Protein Derivative for human use

A0: MHHHUCTEPCTBO HA 3/IPABEOIIA3BAHETO
C anpec rp. Copus , mn. Ceera Henens” NeS

Or:  CTHHT AJl

C anpec: rp. Pasrpan, 6yn. Bearapus Ne48, 6ok Butoma 1,8x.T, er.4, an.37,

ten.: 02 970 31, daxc: 02 970 33 01, e-mail: office.sofia@stingpharma.com

Byncrar / EUIK: 116584586,

Hara u macTo Ha perucrpanus mo JJIC: 21.12.2006 r. rp. Cobus ¢ uaentuduxkamuones No
no 3JJIC : BG116584586 ' _

YBAJKAEMHM JTAMH U TOCTIOJIA,

C HacrosmoTto, Bu npencrapsMe HAIMETO TeXHHYECKO IPEIUIOKEHHUE 3a H3NBIHEHHE
Ha obsBeHara oT Bac mpouenypa 3a Bw3jaraHe Ha oOGILIeCTBEHA NOpbYKa C MpPEAMET:
»CK0u6ane Ha pamKo6o cnopazymenue 3a dOCMAGKA HA 6AKCUHU 34 3A0BANCUMETHE U
uereeu  umynusauuu U peumyHuzayuu, OuonpoOykmu 3a  u3ELPUWIGAHE HA
NOCMEKCROZUUUOHKA NPOPUIAKMUKA 3a CbOmeemHUme 200UHN npe3 CPoKa Ha deiicmeue
Ha cnopasymenuemo®, no Obocobena nozuyua Ne 6 - JMocmaexa na saxcuna oy Hrga
Ty6epxynun ~ INN Tuberculini purified Protein Derivative for human use, oTKpuTa Pemenne
Ne PZI-11-653 /29.12.2014 r. Ha [J-p ITetsp Mockos, MHuHHCTBp Ha 34paBeona3BaHeTO H
BB3IOXKHTE,

1. CpoKbT 32 H3IBIHEHHE Ha [IPEMETA Ha nopbukara e 10 31.12.2015 I., /evenacno
npoexma Ha 002080pa/
2. CpokbT 3a JocTaBKa Ha GHonmpoxykTuTe € 10 10 /necet/ KaJICHAApHH OHH Clel
- MOJIyYaBaHE Ha MUCMEHA 3a5BKa 33 HEOOXOMMOTO KOJIHUECTBO.
l'apanTupame, 4e cMe B CHCTOSIHHE 12 M3IIBJIHMM KaYECTBEHO OpbYKaTa B IIBIHO
CBOTBETCTBHE C IOpeonKcaHara odepra. '

ITpunoxenne: _
1. 3aBepeHo KomHe Ha BaNMIHO paspelneHHe 3a yroTpe6a B CTpaHaTa, U3JaIeHO 10 peja Ha
3JIITXM unu Pernament (EOQ) Ne 726/2004 na Esponeiickus napnament u Cnpeta Ha C (a1
23, an. 1 o1 3JIIIXM) ¢ KpaTka XapaKTepHCTHKA. - TN R
2. lexnapauus, ye 10CTaBEHUTE GHOMPOAYKTH Iie GBAAT C OCTATHYEH CpOK Ha,:;}jén:ijoe"r ..

no-ManeK ot 45 % /detupumecer M ner/ or OOGABEHHAT OT IIPOM3BOAUTENA KBM:'géTa’I_‘é_i\‘,_‘ a -

BCsAKa JOCTaBKa,




3. Jdexnapauus, ue OHONpOgYKTa € BKJIIOYEH B [Ipunoxenne Ne 3 na IToszuruBHuS
JIEKapCTBEH CIIHCHK.

4. Jleknapauns, ue GHONPOIYKTHTE wme OBJAT OKOMILICKTORAHM C HeoOXOOUMHTE
TEXHHICCKH CDEJICTBA 3@ THAXHOTO NPHIIOXKEHHE (WUIIH, CIIPHHUOBKH/TIPEABAPHTEITHO
HaI'bJIHEHH CIIPHHIIOBKH).

S. leknapauus, de Npu JOCTAaBIHE B CKJIaaa OHonpoxyKTHTE WiEe 6BAaT OKOMILIEKTOBAHH C
TEMIIEPATYyPHH MOHHMTOPH, YAOCTOBEPSABAILM CNA3BAHETO Ha XJAAH/IHATA BEpUTa MpHU
TPaHCIIOPTa M CBXPAHEHHUETO 10 IOCTAaBKATA CHITIACHO YKA3aHHATA Ha TIPOM3BOMHTENS (cwrom.
1. 10 va Hapen6a Ne 15/12.05.2005 r.).

6. Nlexmapammsi, 4e cxemaTta Ha MPHIOXKEHHE Ha OUONPONYKTHTE 3a 3aJbIKUTEHH
UMYHH3AlMM H DPCHMYHM3ALMH I0€ CBOTBETCTBA Ha VIMYHM3aUHOHHHs KaJleHJap Ha
Peny6nuka Bearapus (csra 1. 1 ot Ilpunoxenne Ne 3 xem un. 9, ar. 2 or Hapen6a Ne
15/12.05.2005 r.).

7. Jlexnapanus ¢ IpHIONKEHO M3BJleueHHe 0T CHHCHKA no wi 1, . 1, 6yksa ,,6% ot
Hapen6ara 3a ycnoBusra u pena 3a ChCTaBfHE HA CIIMCHK HA MEIHMIIHHCKUTE U3IEIHA 110 Yl
30a or 3MMH u 3a onpenensue Ha CTOHHOCTTa, JI0 KOATO Te ce 3amnawmar /Hapenbara/, ot
KOCTO H3BJICYCHUE JIa € BUAHA NPOJAXKHATA LIEHA N0 CMMCHJIA HA § 1, 1. 292 or 3MU, BEB
BpB3Ka ¢ § 1, T. 4 oT JombaHHTENHHUTE pa3nopendtu Ha Hapenbara;

8. Jlexiapanus 3a CBOTBETCTBHME OT NPOU3BOAUTENS MJIM HErOBHA YIIBIHOMOIICH
IpENCTaBUTEN.

9. Oduunanen nokymenr, m3fanes or U3mbiHuTeHATA ATeHIHS IO JieKapcTBaTa OT KOHTO
Aa € BHAHO, Y€ HAMA DpErHCTpHpaHd Jpauud B - UAJl wumu EUDAMED 3a
MHIMICHTH/IOTCHUMATHY HHIMACHTH 1Pe3 OCIeAHATE ABE TOIMHH, KAKTO U 3a 610KupaHn
HJIM U3TETJICHH NapTHIH [Ipe3 NOCIESAHHUTE IBE FOJHHH

10. Jlexnapauus oT yyacTHHKA, B KOSTO C€ IOCOYBA KOHKPETHHUAT OOLIECTBEH doHn Ha
CBOTBETHATa IbPKaBa.

Hata: 10.02.2015 r.
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Cocnudaaun Memnyuapomso senaresmio L e : Cnenmguun
TEXEMECKH y Mspxa . TeXHHIECKH . Jlexapcrena dop Map
! HAHMCHOBAHHC a popma . : :
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. v Tvpeosexo
i : ) HauMenosanue ja

: npednazanusm
_ Guonpodyxm*

”, : : . . Tuberculini
purified Protein
Derivative for

human use

5TU 3a 1 no3a,
50 TU Bamn. 1 ml] mosa ] 380000
- 10 no3u

Tuberculini purified ” .
I . :

6 fA vo4cFoL | Protein Derivative for |"P*™P| no:a |380000] 6 | VO4CFO1 —
TYOepKyIuH h anHa ! - {Ty6epKyuH PPD Tuberculin

uman use _ .
j Mammalian §
| TU/0.1 ml-1
no3a, amn. 10

no3u
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B rp. Codna




)

w\ N \\ y \ & F D \\\&W |

¢

Sl Unestiowmorcirapps ve nunoxns vu pusvus0p ve annowdevdous osowwod vH aHvInon* Lowrsdu o exnadow BHOH100ITIQ0 PH SHEIRIEdd

¢ edAvonodu eiudiio oeg 10 BLEHOGKQO 9 OWRAIOEhA BY WORLOM Oh ‘OWedragkes ‘eleMhadOl BH BLEMEOLOA 0 OHRERHEOLRS D)

/(_ | | | ‘VIOIIDOJ 1 MINVY TINAVIVEA
| !

ﬁ IV JHVIU AILTIDIAHA® “eHeg
81180£SSOIOEILADNNSIOT NVEI: BUIN)
ASOTIONN wox DI

98S+8S9T 1O : DITIIE ou 3N HonoumexudpuiHaTH o ¥udo) *dI1 "1 900z 1 1T :OINT ou sunediontsd eH OLIEN U BILEYY
' ‘98S¥8G911 MUd / Lerorhg

wod puLeyd3uns@m)eyos ad31J0 ([Iew-d ‘10 €€ (L6 20 :0Med ‘10 0L6 Z0 1oL
‘9 3\ ‘goHerdol] HIOY UAQ KH(OD dI :¥HNHITHOUDIdON eE oadire o
LEIR ‘p1a “ ['X4 ‘] emoLug Youg ‘gpaN  sudeiraq,, wkg ‘redised "di :ounorseduk eH 5odre u SMMIETa 999 IV JHULD )

G S\ BUAIoH BI2E)) 'K KUDOD ‘d]
OlFHVEEVIIOFdVdIIE VH O91OddLOUHNAN : Ol
2R
[w T dwe g/ L S [ur -jos uenewwe WindIIqn],
(Idd -9sn uewmy I0J SANBALIS(] UId)oI] paryund turmareqny, NNI — #nuvdndogdL 71111 - 9 e\ ¥mhncou vHagorog ou ‘, owannawdsvdous

DH anowdna@ vH vdodd cadu nHNEO2 SwWMHWIIYUIOLD DE DINWNDINPodU DHHONNNEOUINIWIOU DH IHpImdasen ve numdgoduong
‘nmnoenudwnad n nnnpsnHAwn n9UIN N NHIIUWNHCIILPDE DE NHNINDY DH DAIDWIIOQ DE anHIwdevdoud o090Mwpd DH IHDIROIN)

LINTALI O VIh9dOU VHALLOHAIMGO VH THVIVIFEdd VE VAATINIOdLL VIUIILO 94 AULIVhA VE
HAHDKOIT A OGOHATT

I[I N TAEYdI0



(v gy 1 “X0DLT
MALOMTS u | Lasarennys | e eHeduIHOW 5
("8V evAm | ovun BUAH ) | v ourn BUAH) |90 | edOHMIANdagAL
(81 uduian u (av (8r wado | mduran 81 ZET'0 8r 1T PAEONHUALD duirpLug
1323uduian WatTs2 u (8w Waso wav'an .
OL'wux | 1gomrndy udnian 193m nduian T |
13deenoam| y ovkn e2eram | 13U owyhn owsh
Y eLdaglr ) ndunian ) OUBN udy ) erAn ) BUAH )
: (v av
00'VYI 912 | sir LEY 8 p9‘s U 88950 | 8V 0t/ b0 W320 taam mS»:AsasE: =mcmc:?ww°uwwnaw
Mds nduisn Lamude dure FO/LL S
ousn evAH) | oygn eUAH ) ‘fu1 “jos el EWwE
Uin3.15qn g, add
81 89¢pD v 0v9e’o :

: § ! "BAIILD ouNex ‘erdado
BLEIIEH OWEKae1orady HY 010X 5 eyegdyg gqg ¢ Wy dwe ¢qu Lo/NL S fur ‘[os :n:aEEwE.:::YB: L ddd -3sn vewny 103 aaneALIR(g
U101 paynnd iarmaragn | NNI - unuidagq (L 7 - 9 W 5:53.: PH3903090) ou MBEN::&%%QNNQS DH an9uionse vu owods sady
nHRQO2 2runnusswoas pe minunivirngody pHHONMNEOUINIWOIOUN DYy dHvImdagen pg nuNAQoduong ‘nunvenudunad " nmnvenudwn nsoyan



N
N\
\

N mobsqu.:ms

‘g0xuedre 8on1dos | dUrHeoNaIry
! H

)

treemsreseeareeans 1RO U Om\mnqo: I m MﬁvN.N«O.ﬁv‘H H.N,.qu

DI €99 ‘AW BLLOOHHOLD 10 9 ¢ BH dowee O€0.I0Y Oll BLEMHIKLITRE RH OUHIHIAHEH v KuiHeder eaoyHeg/eHhHdew
WHERIOTdll M WOMHLION BT MHOBILIL) 9WD 9MH ‘BRIdOn BIBHOMLOQMQO BH IALUHIGUEH BE HHRAQEM WoT4Q oh ‘OMEOLdA udy|
_ edogoJoY 4 HireHIoIRE
‘eLBHaOLdA U dregoxodd oHoerI9o ‘HLoged arunadogolor wareradu ¥ WHHILUEH Y ‘erondin a1 e1da()o viRIMEH ONE ‘20 OWedeNIrdreg
‘eLedAreriodu Ol BIKMIELHOWANON 10 BLEMEOIOA 9 QHELOIIEL109) OHIrdl Hdl MHOLATSdLO B3 HHT aruHMNONITad] |
_ : , ‘HLATodur aruAdgrodedar
vy omedusdAgwuoed u mHONI ou 12895 KHHIFPHOMITCH] ©H oMHOmMOSd OLOHIAdMHOM ®H ®IfHO & OHEEHId BH) BLEIRY 1O ‘BHOI BLENOWH-OL BH
u1Arodu sruusdIodeNolr elTeIieE OHEOLIKE90 IKIALIKOLETE “eleHdOT0IOY 10 BIOUH-OM OHELO XLoHLD HodLodexalr EMHEHLHEO] ] 10 HIIATOdU
uHog1sdeNor eH eg1owadd MHRHIFQAII D PNTPIIIRE 9 BY BAWOIO OLKOM ‘BLLOOHHOLO edod0IOY BH oMLOMSY BH olowada codu oh ‘HehALD g
'1IOE 10 Z "I'® ‘CH "Irh BH QLMBRALD 9 HI9O0 ‘edog0I0T RH SHAIOUAY vH ©0ds e eHEWOdL BH UXOLTON dH ‘eHeduodu( o BHON LIEHOhO0] |
“eIeMhadol BH eLoWradl SUHOHIAIEH e Mroxeed MMRHOE eahoig BHAN RIeHAWKOITadI ve L

\



