OBPA3EIl Ne 10
TEXHUYECKO NPEJIOXEHUE

3A YYACTHE B OTKPUTA ITPOUEIYPA 3A BB3JIATAHE HA OBHIECTBEHA
IIOPBYKA C ITPEJMET:

»CKatoueane na pamroeo CROpasyMeHue 3a 00CMA6KA HA 6AKCUHU 3A 3A0BANCUMEIHU U
heresu  umynuzayuu u  peumynuzayuu, Ouonpodyxmu  3a  uzsvpwieane Ha
nocmexcnosuyuonna npogunakmuxa 3a cvomeemrnume 200unu npes cpoka na Oeilicmeue
Ha cnopasymenuemo®, no Obocobena nosuyua Ne 14 — Yosewru nopmanen
UMyHo2100yAun,Hecneyuuuen-INN Immunoglobuline normal human for exfravascular
administration- HUMAN NORMAL IMMUNOGLOBULIN 10% - BB sol. inj. amp. 3 ml

AO: MHHHCTEPCTBO HA 3APABEOINA3ZBAHETO
C ampec rp. Codus , mn. Cera Hemens” NoS

Or:  CTHHI AJ

¢ axpec: rp. Pasrpan, 6y bbarapus Ne48, 610k Buroma 1,8x.T, er.4, an.37,
Tem.: 02 970 31, daxc: 02 970 33 01, e-mail: office.sofia@stingpharma.com
Byncrar / EUK: 116584586,

Hara u MscTO Ha peructpaums mo AIC: 21.12.2006 . rp. Codus ¢ unentudukannonen Ne
no 3[I7IC: BG116584586 :

YBAXKAEMU JAMHA U FOCIIOJA,

C HacrosmoTo, Bu npencrasaMe HarmeTo TEXHHYECKO NPEIUIOKEHHE 33 HU3ITBIHEHHE
Ha obsBeHata or Bac mpomenypa 3a Bm3jarade Ha OOLLECTBEHA ITOPBUKA C IIPEAMET:
»Craiousane na pamroeo CROpasymenue 3a 0OCMAGKA HA 6AKCUHU 3Q 3AOBANCUMENHU U
Heresu  umynuzayuu u  peumynusayuu, Ouonpodyxmu  3a  uzgvpmeane ug
nocmeKcnosuyuonna npogunrakmuxa 3a cvomeemnume 200unu npes cpoka na deiicmeue
Ha cnopasymenuemo®, no Obocobena nosuyua N 14 - Qosewku nopmanen
-UMpHO21100y U, Hecneyuuyen-INN Immunoglobuline normal human for extravascular
administration- HUMAN NORMAL IMMUNOGLOBULIN 10% - BB sol. inj. amp. 3 ml
» OTKpHTa Pemenne Ne PII-11-653 /29.12.2014 r. ua J-p Iletsp MockoB, MuuucTsp Ha
3ApaBeONa3BaHETO H BB3JNOXKHUTE,

1. CpoxbT 3a H3MbIHEHHE Ha ipeaMeTa Ha nopwukata € 1o 31.12.2015 r., /cwaracko
npoexma na 0ozoeopa/
2. CpoxsT 3a nocTaBka Ha buonponykrute € no 10 /necer/ KaJICHAapHU JHU ClIe]
ToJTyHaBaHe HA MICMEHA 3as1BKa 32 HEOOXOAUMOTO KOTHYECTRO., ‘
l'apanTupame, ve cMe B ChCTOAHME 13 H3TBIHEM KaueCTBEHO MOPHYKATA B ITBJIHO
CBOTBETCTBHE C ropeonucanara ogepra.

IIpnnoxenne:

1. 3aBepeno konMe Ha BanUAHO paspelenye 3a ynorpeba B cTpaHara, A3HAANCHO 110 pesia Ha

3JIIIXM wnm Pernament (EO) Ne 726/2004 Ha Esponeiickus napiameHT. 1 'Chi e?:'l?a'lea_ EC (un.
23, an. 1 ot 3JIITXM) u kparka XapaKTepUCTHKA. S
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2. lexnapanus, 4e JOCTaBEHUTE OHONMpPOAYKTH e 6BAAT C OCTATHYEH CPOK Ha FOJHOCT He
HO-ManbK OT 45 % /ueTHpumeceT M ner/ oT 06ABEHUAT OT NIPOU3BOAMTENS KBM JaTaTa Ha
BCAKa OCTABKa,;

3. Hexnapaumnsi, ue GHONPOLYKTa € BKIIOYEH B Ilpunoxenue Ne 3 ma Ilo3uTuBHHS
JIEKapCTBEH CHHCBHK.

4. [lexnapaumus, 4e OUONPOAYKTHTE Lie OBIAT OKOMILIEKTOBAHH C HeobxoauMuTe
TCXHHYECKM  CPENCTBA 3@ TAXHOTO MPWIOKEHHE (WIJIM, CHPHHUOBKH/TIPEBAPHTEIHO
HaITBIHEHH CIIPUHI[OBKH). :

5. lleknapanus, 4ye pu IOCTaBsSHE B CKIana buonpoaykTHTE IIe GBAAT OKOMILIEKTOBAHH C
TCMIICpaTypHY MOHMTOPH, YNOCTOBEpSIBAIM CNa3BaHETO HA XJANWIHATA BEPHIA IPH
TpaHCIIOpTa M ChXPaHEHHETO N0 NOCTAaBKaTa ChINACHO yKAa3aHUSTA HA MPOH3BOAMTEJIS (cwr.
w1 10 Ha Hapen6a Ne 15/12.05.2005 r.). ’

6. Nleknapauus, 4Ye cxeMaTa Ha MPHIOXEHHE Ha OHONPONYKTHTE 3a 3ambIXKHTETHH
MMYyHW3AlMK M PEHMYyHM3AUWH IN€ CBOTBETCTBA Ha MMYHM3aUMOHHHA KaneHmap Ha
Perrybmika Bosrapus (cwro. T. 1 or ITpunoxenue Ne 3 kM w1, 9, am. 2 ot Hapen6a No
15/12.05.2005 r.). ' : :

7. Jlexnapanus C NPHIOXEHO H3BJIeYeHHE 0T CIHCHKA MO Wil 1, T. 1, 6ykBa ,,6% OT
HapenGara 3a ycnoBusTa ¥ pea 3a ChCTaBsIHE Ha CIIMCHK HA METHLHHCKHATE H3AEIUA 10 YJl.
30a or 3MU u 3a onpegenaHe Ha CTORHOCTTA, 10 KOATO Te Ce samnawar /HapenGara/, ot
KOCTO H3BJICHCHHE Ja € BUJHA MPOJAXHATA LiEHa 10 CMHCBIA Ha § 1, T. 29a or 3MH, BB
BpB3Ka C § 1, T. 4 OT HONBJIHATEIHUTE pa3nopety Ha Hapenbara, '
8. lexnapaums 3a CHOTBETCTBME = OT NPOM3BONMTENS MM HE[OBHSA YITBIHOMOIIEH
IIPEACTaBHTE.

9. Oduunanen noKymeHT, u3ganen or Manbinutennata AreHuus mo JIEKapCTBaTa OT KOWTO
Aa € BHIHO, 4Ye HAMA perucTpupand JasEd B UAJlI wwumm EUDAMED 2a
MHIMAEHTH/TIOTEHIMATHY HHIHACHTH pe3 MOCIEHATE IBE TOJHHH, KaKTO U 32 GJIOKMpaHu

HIIH U3TETJICHH MapTHIY Npe3 TTOCIEAHUTE ABE I'OAHHH
10. Texnapanus OT y4acTHHKa, B KOATO ce I0COYBA KOHKPETHHAT obwecTBeH GoHJ Ha

CHOTBETHaTa JbpiKaBa.

Hara: 10.02.2015 r.
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OBPA3EI] Mo 10
TEXHUYECKO TPE/JIOKEHHE

3A YYACTHUE B OTKPHUTA ITPOLENYPA 3A Bb3JIATAHE HA OBIIECTBEHA
HOPBYKA C IPEAMET:

» CKloY6ane Ha pamko6o cnopasymenue 3a 00CMAGKA KA 6AKCUHN 30 3AOBANCUMETHU U
Yenesu UMYHU3AUUN U PEUMYHUSAYUUL, OUONPOOYKMU 3 U36bPIUEAHE HA
ROCHIEKCROUYUOHHA HPOPUNAKMUKA 3 CbOMEemHUme 200UHU BPe3 CPOKA Ha Oelicmeue
Ha cnopasymenuemo*, no O6ocobena nosuyus Ne 16 — locmaska na Cepym
npomugoougmepuen -INN Diphteria antitoxin- ANTIDIPHTHERIA SERUM BUL BIO
solution for injection amp. 5000 IU,

J10: MUHUCTEPCTBO HA 3IIPABEOHA3BAHETO
C agpec rp. Codus , mn. Ceera Hepema” No5

Or: CTHHI A

¢ axpec: rp. Pasrpag, 6yn. bearapus Ne48, 6nok Buroma 1, Bx. I, er.4, an.37,

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

Byncrar / EUK: 116584586,

Hata u msAcTo Ha peructpauus no JJIC: 21.12.2006 r. rp. Codus ¢ uaeHTHOUKanuoHen Ne
no 3JIIC : BG116584586

YBAXKAEMU JAMH U T'OCIIO XA,

C nacTosmoTo, By npeacTaBsaMe HalleTo TEXHUYECKO NPEJIOKEHHE 3a H3IBIHEHHE
Ha o0sBeHaTa oT Bac mpolenypa 3a Bp3j1araHe Ha o0IIecTBeHa OPhYKa C IPEIMET:
»CKIl046aHe HA PAMKO6O cnOPA3yMeHUe 30 0OCMABKA HA 8AKCUHU 3 3A0BANCUMETHU U
Henlesu UMYHU3AUUU U peUMYHU3a|uU, OUOnpOOyKmu 3a U3GbPULGAHE HA
ROCMEKCNO3UYUOHHA NPOPUNAKMUKA 3 CbOmEeMHIMe 200UHU nPpe3 CPOKA Ha delicmeue
Ha cnopazymenuemo*, no Obocobena nozunusa Ne 16 — Jocmaska na Cepym
npomusooughmepuen -INN Diphteria antitoxin- ANTIDIPHTHERIA SERUM BUL BIO
solution for injection amp. 5000 IU,, orkpura Pemenue Ne PJ1-11-653 /29.12.2014 r. na JI-
p Iletbp MockoB, MUHHCTBD Ha 3ApaBeONa3BaHETO U BB3JIOXKHTEI,

1. CpoxbT 3a U3MBJIIHEHHE HA MpeaMeTa Ha nmoppukara ¢ xo 31.12.2015 r., /evenacno

npoexma Ha dozogopa/

2. Cpoxk®sT 3a m0CTaBKa Ha GuonpoayktuTe € 19 10 /necet/ xaneHaapHu QHHU Clel
[OTy4YaBaHE HA MUCMEHA 3asBKa 38 HeOOX0JMMOTO KONHYELTBO.

l'apanTupame, 4e cMe B CHhCTOSIHME Aa H3MKIHHM KAueCTBEHO IOPBYKATA B HBIHO

CBOTBETCTBHE C ropeonucaHnara odepra.

IIpuaoxenue:
1. 3aBepeHo Komme Ha BAIHIHO pa3peUiCHHE 3a\y[ie 3-8 CTpaHaTa, M3JaZeHo 10 pgAa Ha
3JIIIXM unu Pernament (EO) Ne 726/2004 na Esporiefickust napnamenT u ChbeTa Ha E (.
23, an. 1 ot 3JIIIXM) u kpaTKa XapakTepHCTHKA. i |

(et ' | ”M.
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2. Mexnapauus, ye NOCTABEHUTE OHONpORYKTH i€ 6BIAT C OCTATHYEH CPOK Ha rOJHOCT He
NO-ManeK OT 45 % /ueTupuieceT U ner/ OT OOABEHHST OT NPOH3BOJMTENS KBbM J4aTaTa Ha
BCfAKa JOCTaBKa;

3. Nexnapaumus, ye GHONPOLYKTA € BKJFOYECH B Ilpunoxerne Ne 3 na Ilosurusmus
JIEKapCTBEH CITUCHK.

4. Jexyapanus, vue OHONPOXYKTHTE 1ie 6BAAT OKOMIIEKTOBAHH C HEOOXOAUMHTE

-TCXHHYECKHM CpEeacTBa 3a TIXHOTO ITPHIIOKEHHE (PII" JIH, CHpHHHOBKH/Hpe}IBapHTCHHO

HaI'bIIHEHH CIIPHHLIOBKH).

S. lexaapanus, 9e npu DOCTaBsHE B CKIana OuompoaykTHTE e 6BHAAT OKOMILIEKTOBAHH C
TEMICPaTypHH MOHUTODH, YLNOCTOBEPABAIUM CIa3BaHETO HA XJIaJAMITHATA BEpHra mpH
TPAHCIOPTA H CHXPAHEHHETO JI0 IOCTABKATA CHIIIACHO YKa3aHHATA HA IIPOU3BOIUTENS (cbru.
ar. 10 va Hapen6a Ne 15/12.05.2005 r.). _

6. Jleximapauus, 4e cxemara Ha NPHIIOXKEHHEe HAa OHONPONYKTHTE 3a 3aIBJDKHTEIHH
UMYHH3aIHH H PEHMYHM3allMM INe CBHOTBETCTBA HA VIMyHH3AaLMOHHHS KajeHAap Ha
Peny6muka Boarapus (cprn. 1. 1 ot Ipunoxenue Ne 3 keM wi. 9, an. 2 or Hapen6a Ne
15/12.05.2005 r.). _

7. Hexnapauus c IPUJIOKECHO H3BAeYeHHe oT Cnucpka mo wim. 1, T. 1, OykBa ,,0“ ot
HapenGara 3a ycnosusra u pena 3a cbcraBsue Ha criuchbK Ha MEJHUIMHCKUTE U3JENHA 10 I
30a o1 3MH 1 3a onpenensue Ha CTOHHOCTTa, 10 KOATO Te ce 3artamaT /HapenGata/, ot
KOETO H3BJIEYEHHE [a € BH/HA NPOTAXHATA IIEHa 110 CMUCHIA Ha § 1, 1. 29a or 3MHU, BELB
BpB3Ka ¢ § 1, T. 4 0T JONBIHATENHATE pasnopentu Ha Hapenb6ara;

8. llexmapanus 32 CBOTBETCTBHE OT NPOM3BOIMTE/IS] HJIM HETOBHA YIIBJIHOMOUICH
NPEACTaBUTE. — } ‘

9. Oduunanen goxymenr, usnaaes ot Msnbnnutennara AreHLH 10 JiekapcTBaTa oT KOHTO
Aa € BHOHO, 4Y€ HAMAa pEruCTpUpaHH JaHHH B HAJl wuamn EUDAMED aa
HHUHACHTH/TIOTEHIHATHA HHIMACHTH TPE3 MIOCEAHHUTE JBE FOIHHH, KaKTO H 3a OJIOKHpaHU
HJIH M3TCTJIEHN MTAPTHOH NPe3 MOCIEAHHATE BE TOAUHY

10. Jlleknapauus OT yyacTHHKA, B KOSTO CE€ IIOCOYBA KOHKPETHHAT oblecTBeH (oHx Ha

CHOTBETHATA ABPKABA.
Hata: 10.02.2015 r. \

Anexcasabp ["eoprues 31(pa}3}\{§1_‘3j; i

- . /I/I3if\"L[pi'peKTQp/
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