OBPA3EI] Xe 10
TEXHUYECKO NPEJJIOXEHUE

3A YYACTHUE B OTKPUTA ITPOUEXYPA 3A Bb3JIAI'AHE HA OBI{ECTBEHA
IHOPBYKA C [IPEJMET:

»CKII0Y6aHe HA PAMKOBO CHOpA3yMeRUe 3a 00OCMASKA HA 6AKCUHU 3a 3A0BANCUMENHU U
Wenesu  uMyrusauuu U peuMyHU3AWUU, OUONPOOYKMU 3a4  U3CLPUIGAHE HA
HOCHIEKCROUUHOHHA HPOPUIAKMUKA 30 CbOMEenHUme 200UHU npe3 CPOKA Ha Oeiicmeue
Ha cnopazymenuemo®, no Obocobena nosuyus Ne 9 - Jlocmaexa na éaxcuna cpeuqy
Termanyc u Jugpmepun — INN Diphtheria and tetanus vaccine(adsorbed,reduced antigen(s)
content-TETADIF susp. inj. amp. 0,5 ml (1 dose)

J0: MUHHCTEPCTBO HA 3JIPABEOIIA3BAHETO
C agpec rp. Codus , . Cera Hemensa® Ne5

Or: CTHHI AR

¢ anpec: rp. Pasrpan, 6yn. Bearapus Ne48, 6nok Butoma 1, Bx. T, er.4, an.37,

tenn.: 02 970 31, daxc: 02 970 33 01, e-mail; office. soﬁa@stmgpharma com

Byncrar / EUK: 116584586,

Hata u mscto na peructparus mo JUIC: 21.12.2006 r. rp. Codus ¢ uneHm(anauHOHeH Ne
o 3JIJIC : BG116584586

YBAXXAEMH TAMHU U T'OCITIO KA,

C nacTosmoTo, Bu mpencrapsMe HALIETO TEXHHYECKO MPEITOKEHHE 33 H3ITbIHEHHE
Ha obipgHata oT Bac mpomenypa 3a Bb3iarane Ha OOIIECTBEHA HOPBYKA C MPEAMET:
»CrlI0u6ane HA pamKoso cnopasymenue 3a 00CHMABKA HA GAKCUHU 3a 3A0BIHCUMENHU U
uenesu  UMYHU3QUUU U peUMYHU3AWUU, OUONPOOYKMU  3A  U3ELPUIGAHE HA
ROCHEKCRO3UKUOHHA NPOPUNAKIMUKA 30 CbOMBemHUMe 200UHU NpPe3 CPOKA Ha delicmeue
Ha cnopasymenuemo®, no Obocobena nosuyus Ne 9 - Jlocmaeka na eéaxcuna cpeuty
Temanyc u [Jupmepun — INN Diphtheria and tetanus vaccine(adsorbed,reduced antigen(s)
content-TETADIF susp. inj. amp. 0,5 ml (1 dose), otkpura Pemenne No P[I-11-653
/29.12.2014 r. na JI-p INeTsp MockoB, MHHHCTBD Ha 31paBeona3BaHeTo u BB3JIOXKUTEN,

1. CpoxbT 3a H3NbIHEHHE HA IIPEAMETa Ha Mopbukata e 10 31.12.2015 r., /cvaracko
npoexma Ha 002080pa/
2. Cpoxst 32 mocraska Ha Gxonpoayxtate € g0 10 /necet/ KaNeHZApHH AHH Cilell
MOJIydaBaHe Ha MUCMEHa 3as1BKa 3a HEOOXOUMOTO KOJTHYECTBO. TT———
l'apanTipaMe, Y€ cMe B CECTOSHHE Ja W3IIBAHHAM KAueCTBEHO IMOPHYKATA B IIBIHO
CBOTBETCTBHE C TOpPEOIIHCaHaTa OepTa.

IIpuaoxkenne:
1. 3aBepeHo konme Ha BaMMIHO paspelueHHe 3a ynoTpeGa B CTPaHATA, H3MALEHO 10 Peld Ha
3JIIIXM unm Pernament (EO) Ne 726/2004 na Esponeitckns napnament i Cbeera Ha EC (qn
23, an. 1 ot 3JIITXM) u KpaTka XapakTepHCTHKA.

A ki, JFJ\W
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2. lexnapanus, 4e NOCTaBEHHTE GHONPOAYKTH lie OBIAT ¢ OCTATBYEH CPOK HA FOAHOCT He
no-ManbK oT 45 % /deTHpuneceT W ner/ or o0SBEHMAT OT NPOM3BOAUTENS KbM JATaTa Ha
BCSIKa JOCTaBKa;

3. Hexnapanus, ye Ouomponykta e BxiroueH B Ilpumoxenue Ne 3 Ha [lo3uTuBHUS
JIEKapCTBEH CIHUCHK.

4. [Mexnapauusi, 4e OuonpoaykTuTe me OBAAT OKOMIUIEKTOBAaHH C HEOOXOIMMHTE
TEXHWYCCKHM CPEICTBA 32 TAXHOTO MPHJIOXKEHHE (HMITIH, CIIPHHIIOBKH/IPEIBAPHTEIHO
HaIl'bJIHEHH CIPUHIOBKH).

5. Mexsiapauus, 4e Npu JOCTaBIHE B CK/Iaaa GHONMPOAYKTHTE wie GBIAT OKOMILIEKTOBAHH C
TEMIIEPaTypHH MOHHTOpPH, YHNOCTOBEPSBAINM CIa3BaHETO HA XJIaJUJIHATA BEpUra IpH
TPAHCIOPTa ¥ ChXPAaHEHHETO N0 JI0OCTABKaTa CHIVIACHO YKa3aHMSTA Ha [IPOU3BOAMTENS (CBIJL
w1 10 na Hapen6a Ne 15/12.05.2005 r.).

6. Nlexnapaumns, 4Ye cXeMara Ha [MPHJOKEHHE HA OHMOMPOLYKTHTE 33 3abIKHTENHH
HMyHH3allUM HW DPEMMYHHM3alMH IIe CBOTBETCTBA Ha VIMyHW3alMOHHHMS KaleHJap Ha
Peny6nuxa Benrapus (csrin T. 1 ot Ipunoxenne Ne 3 xeM wi. 9, am. 2 ot Hapenta Ne
15/12.05.2005 r.). '

7. HNexnapaumsi, de OHONPOAYKTHT 3a M3BLPIIBAHE HA 3aIBIDKUTEIHA TJIAHOBA
peuMyHH3alua POTHB TeTaHyC M JudTepus wme ObAe ancopGrpaHa BaKCHHA ¢ HAMAJICHO
AHTHTEHHO ChABPXKaHHE Ha AudTepHitnaTa komnonenta (Tx) (cari. 1. 10 ot [Ipunoxenne Ne
3 xbM uit. 9, an. 2 ot Hapexn6a Ne 15/12.05.2005 r.).

8. Jlexnapaumsi ¢ NpHiOXKeHO u3BIeYeHHe 0T CHHCBKA IO WI. 1, T. 1, 6yksa ,,6“ ot
HapenGara 3a ycnosusra 1 pesia 3a CbCTaBsiHe Ha CIHCHK HA MEIHLMHCKHUTE H3ASTHS 110 L.
30a or 3MHU m 3a ompezneinsHe Ha CTOMHOCTTa, IO KOSTO T€ CE 3alLIallaT /Hapenbata/, ot
KO€TO M3BJCUYCHHE Jla € BHU/HA NPONAXKHATA Ii€Ha N0 cMHCHIa Ha § 1, T. 29a ot 3MU, BBB
BPB3Ka C § 1, T. 4 OT JoNBAHHTENHHTE pasnopentu Ha-Hapenbara; —

9. Jlexaapauusi 3a CHOTBETCTBHE OT IIPOM3BOIMTENS MIH HETOBUS YII'bJIHOMOILEH
IPEICTaBHTEIL. '

10. Oduumanen KoKymeHT, u3maneH oT M3mbinurenHata ATeHIMS MO JieKapcTBara OT
KOHTO Ja e BUAHO, 4Ye HAMa perucrpupar AavHn B MAJI w/mmu EUDAMED 3a
MHIHJEHTH/MOTEHIHATHA HHIMAEHTH Npe3 MOCIEIHUTE ABE TOMUHH, KAKTO M 32 Gy0KHpaHH
WJIH H3TETJICHU NaPTHIHX NPE3 MOCTACAHHTE JBE TOAUHM

11. Jlekaapauusi OT y4acTHHKa, B KOSTO C€ [0COYBA KOHKPETHHAT OGLIECTBEH oun Ha
CHOTBETHATA IbPIKaBa.

Hara: 10.02.2015 r.
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OEPA3EIl N 10
TEXHUYECKO MPENJIOXEHHE

3A YYACTHE B OTKPUTA IIPOOENYPA 3A Bb3JIATAHE HA OBIIECTBEHA
ITOPBYKA C IIPEJIMET:

»CKAt0Ousane na pamroeo CROpasymMeHue 3a 00CMAaGKa HA 6AKCURY 3a 3A0LANCUMENHY U
uenesu umynuzayuu u peumynuzayuu, 6uonpodykmu 3a u3évpuieane Ha
ROCMEKCRO3UKUOHHA hpodhunaKkmuKa 3a coomeemrnume 200unu npe3 cpoka Ha delicmegue
Ha cnopasymenuemo*, no Obocobena nosuyua Ne 11 - Kpumcka xemopazuuna mpecka —

INN Crimean Haemorrhagic Fever vaccine, inactivated- ANTI-CHF VACCINE susp. Inj.,amp. 1
m! (1 dose)

A0: MHUHHCTEPCTBO HA 3JIPABEOIIA3BAHETO
C ampec rp. Codus , mn. Ceera Henmens” NeS

Or: CTHHTI AQ]

C anpec: rp. Pasrpan, 6yn. Beiarapus Ne48, 6ok Buroma 1,Bx. T, er.4, an.37,

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

Byncrar / EUK: 116584586, _
Hata u MsAcTO Ha perucrpanus mo AJC: 21.12.2006 r. rp. Codust ¢ HAeHTHQUKaoHeH No

o 3JYIC : BG116584586 \\<

RN

YBAJKAEMH JAMHU U I'OCIIO/IA,

C nacrosmorto, Bu npescrapsiMe HameTo TexHIYeCKO NPE/UIOKEHUE 3a H3ITBJIHEHHE
Ha obsiBeHaTa oT Bac npoueaypa 3a Be3narane Ha obmecTsena NOPBYKA C IPEMET:
»CrI0u6ane Ha pamKoso cnopasymenue 3a docmaska na eaxcunu 3a 3a0vadcumMennu u
ieneeu umynuzauuu u peumynusayuu, Guonpodykmu 3a uzespuIeane Ha
nocmeKkcho3uyuonna npounaxkmuka 3a coomeemnume 200unu npe3 cpoka na deiicmaue
Ha cnopazymenuemo®, no Obocobena nozuyua Ne 11 - Kpumcka xemopazuuna mpecxa -
INN Crimean Haemorrhagic Fever vaccine, inactivated- ANTI-CHF VACCINE susp. Inj., amp. 1
ml (1 dose), oTkpuTa Pemenne Ne PJ1-11-653 /29.12.2014 r. na A-p INetsp Mockos,
MuHHCTBD Ha 31paBeonasBaneTo H BB3JIOXKHTE],

1. CpokbT 32 H3MbIIHEHHE HA NpeaMeTa Ha nopwvykara € go 31.12.2015 r., /cwvenacno
npoexma ua dozogopa/
2. CpoxbT 3a 1OCTaBKa Ha buonponyxrure € o 10 /mecer/ KaJICHIapHH JIHH Cle[
- TOJTy4aBaHe Ha MMCMEHA 3as9BKa 33 HEOOXOUMOTO KOJTHYECTEO,
l'apanTrpame, Ye cMe B CBHCTOSIHHE 12 M3ITBIHHM KAaYeCTBEHO NOpBYKaTa B ITBIHO
CBOTBETCTBHE C TOpEONHcaHaTa odepra.

Ilpnnoxenue:
1. 3aBepeHo konume Ha BamUIHO paspeleHue 3a ynorpeba B CTpaHaTa, H3aNEHO. IO égﬁfgia;,_
3JIIIXM unu Pernament (EO) Ne 726/2004 Ha Esponetickus napnamedt u CoBera Ha C—(l{J_I:“““i;_:\
23, an. 1 ot 3JIIIXM u xpatka XapaKkTepUCTHKA. S
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2. lexnapanus, ye AOCTaBeHHTE 6ronpoxyxTy e 6baar ¢ ocrarsyey CPOK Ha rOJHOCT He

II0O-Manek ot 45 % /qeTHpunecer IeT/ oT o6sBeHusT OF IPOH3BOMMTENS KbM gararta Ha
BCAKa JI0CTaBKa; :

3. Hexnapanus, ye buonponykra e BKIOYeH B Ilpuioxenue Ne 3 Ha Io3utuphus
JICKapCTBEH CHHCLK,

HaNlbJIHEHH CIIPHHIIOBKHK),
S. Heknapaunﬂ, 1€ IIpDH JOCTaBsHe B CKiana 6uonponykrure ue Opaar OKOMIIJIEKTOBAaHY ¢

7. Hexnapamus, ge buonponyxrer 3a H3BBpIIBaHE Ha 1iej1eRa HMYHH3AIHS 0 peUMyHH3aIHY
potuB Kpumcka-Konro XCMOparuyHa Tpecka me Obae HMHAKTHBHpAaHA BaKCHHa IIPOTHB
KpHMcxa-KpHro XEMOparnyHa Tpecka (CBri. 1. 2 or [punoxenne No 5 KbM 4j1. 9, an. 4 or
Hapen6a Ne 15/ 12.05.2005 T.).

8. Hexnapanus ¢ TIPHIIOXKEHO H3BNIeYenne or Cnucpka mo .
Hapen6ara 3a YCIOBHATA U pena 33 ChCTaBAHE Ha CrHCHK Ha MEHIIHHC

11.‘11e1c.napauml OT Y4acTHHKa, B KosTo ce nocot}i\a KOHKDETHHAT o0mecTBey GoHa Ha

\

Hara: 10.02.2015 r. \

Anexcannbp [eopraes 311pa31<03 \ L :
Ppexrop!




doaduly uey

aoxsedr’s aau1doa ) daueanary * v 1) eg

¥udo) *ds

JSTOT'TO0T : eteyy

ANIODVA
JHD-LLNV
. exoadi]; SleAnORUL eioady, .
0091 BEOT (asop 1) ju 00X dLof eHhAIedowox] 11l 0091 BEO CHie .oWSu? JoAdg 00X dL0f eHhHIRdOWIX I
| “duwe ‘furdsns : : darnaden :
T exonudy]: srfeyuowsey ueswi) BXOWHA)]
pareandeur
3UII0BA JOAY]
s18eyuowaeyy
ueauni)
\
N ong
Emﬂ!ﬁﬂﬂvmﬁ
W SINDBOHIW DN
“BNBoedT]
BHHABAMIHCH swdod e IMHRAOHIWHEN DHAFENIIR
g W dod surgudd I \ HAIIBHHXIL uu:uuz WE dusope] omimorsmen omvoder - HERLHHYIR
f HubuGUIIUY) . uHLuGHIIN)
AHHBHOHIWHEH
° OHLHIIBIH JLV oaLuLIUOy LV
arRLHKo) onmodundmespy ~ .
9 s v ¥ 3 1 N 9 /s \ £ z 1 W

IV _IHH 1D v¥nHwdnhd o4 noxn@dnhous miannnxa]

BUIUUNHCOVELG UVH nnho¥n@nhaud midannnxs [




_:

/
7

./ . ‘yyomanuawdendoud vu answonae vu vuods cadu nungoz

~ SUNHUIIUMO09D DE DINUDIDUNPOodu vHHONhNncOUINPWIOU VH s2HpImde9en s nunidpoduong ‘nnnvenudwnad n nnnvcnnudwn naavan n

VHUSUINIICULODE DE NUNINDY DH DHIDUID0Q vE InHIWAtvdoud 090wnd D1 IHDINONN)“ :1oWrsdl 9 eXhadon eHOA100IIgO BH SHEJeIELd
ve edAranodu eiudyio oegq 10 BIEHOEEQO € SWEELOBhA B WOBLOX oh ‘OWPHKEERE “Blewhadol eH BLEMEOLIA O SHRABRHEOLEE YoL))

‘VITOIIDOJI U HINVI HINAVIKVEA

IV MHVI AILATADIAHAS wreg

31180ESSOI0EOLADNNSIOG NV HI: BUSW)
ASOEADNN ToA DIg

98SH8SITTOY - DITITE ou &N HOHOMITENHU(HULHOTH O BH(}O) di "1 9002°C1°12 :DIY ou ¥unedioniad eH OLIEW U erely
_ I ‘908G78S91 1 DIUA / 1e1ouiq

woo eureyd3uns@eyos a01Jo [qrew-2 ‘[ ¢¢ 06 20 :oMed 1q 0L6 20 a1
‘9 s\ ‘@onerdol] HOdY wAQ BUPOY) “d BMIHOTHOIIdON e dadire o

LETR ‘$71d ¢ 'xd ‘] mEo;m xoug ‘gyaN  kudearaqg, 19 ‘wedice "di :ounargedns ex sodre ¥ omuIETas 990 © I'v JHULD 10
: .

© G O\ BUOWSH e1dd) 'l KUDOD "d I
OLIHVEEVLIOFdVdIlE VH O4LOdILOUHUN : O

i (asop D fw g dwe “fuy -dsns ANIODVA AHO-TLNYV -PajeAnoeul
‘OUIdOBA 1A OISEYLIOWSRY UBSWL) NNI — »¥22duw vunnzndowax pxowndyy - [ s\ ¥nnncou DH290209() ou ‘, owannawdcvdoud
DH anowona@ vH viodd gadu nuneoz sumuwaswor> s vinuvingodu vuHonnncousnaw>0u vu suvsmdasen ve nuidpoduong

‘nnnvenidwnad n nnnvenndwn n9avan N NHEIUWNICILPDE DE MHNINDY DH DYIDUIDOQ DE InHIWAEndoud o9oxwod vH IHDIROIN)
LA A O VIh9dO VHAL.LOAIMGO0 VH HHVIVIEdd VE VAATTAOII VLUINLO 9 IULDVhA VE

ANHIDXOL'TAdII OdOHATT

II N TASYdI0



M “BLLOOHKOLD vdOHOIOY BH OMALIMAY BH olowads sodu on ‘Uenkud g

©x0dd vE BHEWOAU BH IKAITON 9H ‘eHedHONH() @ BHAII BLRHIROJO[]

4 SO B
nHsarSdeNalf vH varowads MHRHIGAL O BIEIIEE 00 X PATAID OLEO
.Ebm;«w Q\&a ‘€y 'Uh BH aLHERALD € HA"00 ‘ed0g0IOT BH SHELOYIY BH
Lol eredhadon eH srowradu SHHOHILLEN BE MITOXERd UNhHOE BELOIUNE BHAY BLEHAXOLTad Il BXE L
_~
(1o am
[
" o_=m,: udy) (1o ndu) 71 1 XD TT BHHONYINAKHH BIFI
_ 8/ 9€0°0 8u €0°0
(1o 109m)) (10 1oU) h
aw 99'0 v <0'0 dzeHLHdMOINONHdL exgonHndud SureLng
(‘8v L9daT1oam (‘sv wado
M War'ad :17) 1 1329TwWaTad
M 19297Watad | (sv uduian (v 12am ndi u 1 owshn 0
HM101013989% | 1 1828TLIam 19237wa'ad 19297WaT'ad | LadaeHLa80Y) (avr uduisn (ev (@s0p [) ws [ “dute “fuj ‘dsns gNIDIYA AHI1INY
M Unx Walrad | v owsh ndi nousn v owsn nd. av 08L°6T W 1373%10am 1923rwalras '
W 1939TndL ) | v 1909Teal) |19d8eHL88Y) |1 L3JaTesy) n ovsh nde v ousn
'8V 99°ET ‘v 0L°6T "ar 9gL'eT M 1909eat) 1329eHLD80Y)
"8Ury9'eT ‘81 0L°6T

81 09°LL6 LE

JHD-LLNV -p3]RATIORUL ‘QUIIDR

‘edlrolrd ovey ‘e1dagpo eremen swsgeLoradn Hg 0Lo0X O exeddd 894 ¢ (3s0p 1) jw | ‘dwe “fuf ‘dsns ANIIOVA
A 19A9] oI3eqLIowsel] uedwy) NNJ — vy¥oadu vunnzodowax viownd) - [] oy ¥mhngou nu3go309(



Y dowxadulf usy

m\nﬁw meQoo ] darHesyory

; - :1eholl ¥ OUUTO] ] 1 G10Z°T001 ‘eLe]f

,,.,,F,f/:#,x...u
\

"OIfIY €29 ‘AW BLLOOHKOLO 10 9 ¢ eH doweed & pd0=0IOY Ol BLEMHOXIIIES BH OMHOHILLEN e KUNTHRdRT vHONHRQ /RHRIdEN
WHgeloradll H WONIHUIOU BY HHOBILILO oWO oMH ‘exhadoll BleHD LO9MIQO EH LALMHILIEN BE WHRAQEM WOTLQ Sh ‘OMHOIDA Wd]]
| "ed0=0IOY 9 HIrRHIOIrES
‘BLEMEOLOA U 91080%0d0 OHOBIILO ‘uioged sruuadogolor wareradu u WiHILIIEH BY ‘erondm ar19 v1dodo BIRIMIEH OXME ‘90 SWRERNIrINES
‘eledAranodi ou elEHITRIHOWANOY 10 BLEHEOIOA 5 SUELOLoaL109o onran udi uHaIsTodLO 85 HHOII oLMH3KOLad] |
- ‘uLIArodu srnmsarodeysrr
eH oneduodAgwrod H MHON OU 10990 KMHIEHOMIEH eH ouHOMSd OLOHIOANHON BH BIHMO § OHPEHN VH BILLel 1o ‘@HOYT BLENOHH-OU BH

UIMATOdI SIHHAE1odBNAI BUTRLIIRE OHEOLIAEQ IKLOLIKOLELE “LeHOdOE0I0) 10 EXOMH-OL SHBLD MIOULD HIG10deNOl KHHIHINEO ] 10 HInArodu

I

I



