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IIOKAHA

33 DpeaocTABSHE HAa orepTa 3a JIEKAPCTBEH NPOAYKT, BK/II0Y€H B CNACHKA MO 1L
266a, ax. 2 ot 3JIIIXM, no peaa na Hapen6a Ne 10/17.11.2011 r. na M3

Ha ocHoBaume wi. 266a, ar. 5, m. 3 om 3axon 3a nexapcmeenume npoOOyKmu 6
XyMaHHAMa MeOuyuna, 6v6 6p. ¢ 4n. 1, an. I, m. 2, wn. 3, an. 3, un. 156, an. 1 u un. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeo na 30pageonaseanemo.

VYMBAIJI ,,CBera Mapuna“ EAJl- rp. Bapra, mybmukyBa HacTosImaTa MOKaHa 3a
npeAocTaBsHe Ha odepTH 3a JIEKapCTBEH IPOAYKT ¢ MEXIYHAPOJHO HENATeHTHO
HalMEHOBaHMeE, BKIIOYEH B CHUCEHKA IO WI. 2664, ai. 2 ot 3JIIIXM, kakTo ciienpa:

ATC MexayHapoaHo JlexapcrBena BeposTHO/HE06X0AH
HeNnaTeHTHO dopma n MO/ KOJIHYECTBO
HaHMeHOBaHHE KOJIM4€CTBO Ha
AKTHBHOTO
BelecTBO
MO3CAO1 Dantrolene Powd.inf. 120 mg 6 amnynu

ITokanara ce OTIpaBs KO BCHYKH NPUTEXATE/IM Ha pa3pellleHHe 3a THProBUA Ha epo C
JeKapCTBEHH IPOAYKTH, IOJydeHo 1o pesia Ha IaBa aesera ot 3JIIIXM.

Ha pasrnexjane NO{IEXaT €IAHCTBEHO O(EpTH, KOMTO OTroBapsiT Ha YCJIOBHATA
NIOCOYEHH B HACTOSINATA NIOKAaHA ¥ IPUIOXKEHUTE 00pasiiy, KakTo cle/sa:

1. ObexkT: JlocTraBka.

2.  Tpeamer: M360p Ha H3TBIHKUTEN 3a JOCTaBKA HA JICKapPCTBEHH MPOAYKTH, BKIIOYECHH B
CNHCHKa 0 wi. 2664, an. 2 ot 3JITIXM.

3. Pen 3a Bp3aarane: Jleue6HOTO 3aBeicHAE INE CKIIOYM IHUCMEH JOTOBOp C M36paHHs

H3ITBIHATE] 33 CPOK OT TPH MeCcela, CYMTAHO OT AaTaTa Ha CKIIIOYBAHETO MY.

4. Mscro Ha mambiaHenne: rp. Bapna, Oyn. ,. Xpucto CmupHeHckn Ne 1 — YMBAJI
,»CBera Mapuna™ EAJ|, borangna arrrexa.

5. Ocrarp9¢H CpPOK HAa TOJHOCT Ha JieKApPCTBeHHTe NpoaykTH: KmM gara Ha
H3BBpIIBaHE/IPHEMane Ha JJOCTaBKaTa, NOCTABEHUTE JICKAPCTBEHM MPOJYKTH CJIEABA 1a Ca C
OCTaTh9eH CPOK Ha TOAHOCT HE MO-MAaJIKO OT CPOKa Ha IOroBopa.

6. M3uckBaHHS KbM ChAbPXKAHHETO HA odepTaTa:

7.1. IlputexarenuTe Ha paspelleHAE 3a THPrOBHA Ha €APO C JEKAPCTBEHH NIPOAYKTH, II0aBaT
o(epra mo obpazen (IIpurosscenue Ne 1), KbM KOATO C€ IpHUiIaraT ClIeIHATE NOKYMEHTH.

7.2. IIsnrOMOIOHO 3a TMoJaBaHe Ha ogepra, koraro odeprara ce mojgaBa OT YIIBIHOMOINEHO
muue. Korato nbIHOMOMHOTO € H3Jaf€HO Ha 4YyXJ{ €3HK, KBM HETO ce IIpHiara IpeBoj Ha
OBITapCKH €3WK, H3BBPIICH OT IMPEBO/aY, HMal IPAaBOTO Ja H3BHPIIBA OQHIHAIHHA IPEBOIHA
Ha CHOTBETHHUA €3HK.
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7.3. Jipyra OTHOCHMM JOKYMEHTH I10 IIpeHieHKa Ha JTHIETO oAaBamo odeprara.
*** 3abenexncka: OQbpaszeyvm na opepma no m. 7.1. /IIpunogicenue Ne 1/ ce nybruxyea 3aedono
¢ noxanama na oguyuanuiama unmepnem cmpanuya a YMBAJI ., Ceema Mapuna“ EAJL
8. Onenka Ha nomxysennte odepru: Komucusra mo 4. 4, an. 1 onpeneneHa 1o pesa Ha
Hapen6a Ne 10/17.11.2011 r. gza M3, u36upa 3a u3nbiaHuTen odepraTa Ha THProBel Ha eapo C
JIeKapCTBEHM IPOAYKTH, NPH YCJIOBHATa MocoueHH B wi. 156, am. 4 or Hapenmba Ne
10/17.11.2011 r. na M3.
9. Bcsaka ogepra nmo HacTosImaTa MOKaHa, M3rOTBEHA CHIVIACHO YTBBpACHHsS oOpasen Ha
o(epTa, ¥ NpUIOKEHHTE JOKYMEHTH, CE IIOAAaBaT HA XapTHEH HOCHTEJI HJMH II0 €JICKTPOHEH IbT
B cpok 10 06.02.2025 r., BKIIOYHTEIHO.
9.1. Odepra noganeHa no €IEKTPOHEH BT CIIEJBA Ja Ca U3TOTBEHH IPH YCIOBHATA U pela
Ha 3EJIEVY n monanena Ha email: office@svetamarina.com.
9.2. Odepra usnpaTena Ha xapTHEH HocuTel, ce agpecupa 10 YMBAJI ,,.Ceera Mapuna“
EAJ] otnen ,,JlenoBoACTBO HA BHUMAHHETO Ha OTel ,,O0mecTBeHH NOPBHYKH U JOTOBOPH ',
Ha aapec rp. Bapra, 6yn. ,, Xpucro CmupHeHcKkr“ Nel, B 3amedaraH HeNpo3padyeH IUHMK C
HEeHapymeHa IsUI0CT, BBPXY KOKTO ce I0COYBaT:

- Iloparen;

- Azpec 3a KOpeCHOHACHLIUS;

- Bepxy mmxka ¢ JOKyMEHTH ce IOoco4Ba H CiefHus TekcT: ,,Odepra 3a JocTaBKa Ha

JIEKapCTBEH NPOAYKT € MEXKAYHAPOHO HEMATEHTHO HaMMEeHOBaHMe ,,Dantrolene®
*** Jabenexcka: He ce pazenescoam ogepmu, nodadenu 8 Hezanewamar, NPO3PA4EH ULU 8

RIUK ¢ HAPYWeHa YANOCM W Wiy RONYYEeHY U3BbH ONPedeNieHUs CPOK HA HOKAHAMA.
10. C nogaBareTo Ha odepra ce CuMTa, Y€ yJACTHHIIUTE C€ CHIVIACSBAT C BCHUKH YCIIOBHS

NIOCOYCHH B IIOKAHATa H IPHJIOKEHATE 00pasiy.
11. YMBAJI ,,Crera Mapuna“ EAJ], B kaueCTBOTO CH Ha AJIMHHHCTPATOp Ha JINYHH JaHHH,
06paboTBa nonydeHATe NaHHH OT odeprHTe Ha BeHuku yuactHuim (ume, EI'H, nannu Ha
3aKOHHUS IpPEICTaBUTE] WIM IBIHOMOIMHMKA My, JHMIE 3a KOHTAakT, azapec TtenedoH
CIEKTPOHHA II0Ima M Jp.) IpH CTPUKTHO CIa3BaHe Ha H3UCKBAHUATA HAa MNPHIIOKHMOTO
3akoHOZaTencTBo. CrnOpanmTe JaHHM IOE cCe HM3IOM3BaT caMO 3a IEIHTe Ha
CKJHOYBaHE/M3TBIHEHHUE Ha IOTOBOP H 32 3aIlUTa Ha 3aKOHHHUTE MHTEpecH HAa YMBAJI ,,Caera
Mapnna®“ EAJl, B ciydaii Ha Hem3nsiHeHHEeT0 My. Ha ocHoBanume wi. 266a, an. 5, T. 3 or
3JIIIXM, poroBopa ce myOnmMKyBa no peaa Ha Wi 26, an. 1, 1. 3 ot 3akoHa 3a o0IECTREHUTE
MOPBYKH.
12. Ilpunoxenus:

1. Odepra mo obpazen (ITpunosscenue Ne 1).

2. IlpoekT HA JOTOBOP 3a JOCTaBKA HA JEKapCTBEH HNPONYKT, BKIIOYECH B CIHMCHKA 110 WL
266a, ax. 2 ot 3JIIIXM, 3a cpok ot 3 (Tpu) mecena (ITpunoscernue Ne 2);

VTBbpaWII:
IIpod. n-p Cunsa Alig /ACOBa, JI.M.H.
W3meiHATENICH THPEKRE
YMBAIJI ,,Crera Mapu
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