AH Or'OBOP Ne¢ /10-01-02-176
3a Bb3J1araHe Ha o6UecTBeHa NOpPhYKa C npeaMeT:
,Jlocmaeka Ha 1ekapcmeeHu npodyKmu 3a /e4eHue Ha OHKO0/102UYHU 30601168aHuA,
sanaawaru om H30K 3a nysxcdume na MBAJI ,/I-p Toma Benkosa“ A/ 2p. Ta6poso”

OT NpoBeJieHa TpoueAypa 3a Bb3/JaraHe Ha OOueCTBEHA NOpbYKa C MNpEAMET: "lloctaBKa Ha
JIeKAPCTBEHU TIPOAYKTH 3a JieYeHHE Ha OHKOJIOTMYHM 3abossiBaHus” ¥ M36paH M3NMBIHUTEN C
Pemenue Ne 67701 29.08.2016 r. Ha M3NbAHMTENHUA gupekTop Ha MBAJI ,JI-p Tora Benkosa” A/l -

I'abpoBo, ce CKJAYH HAaCTOAWMAT aHeKe Ne1 K'bM JOroBop Mexay:

MBAJI “/I-p Tota Benkosa” A/l, cbc cefjanuue B rpaj 'abpoBo u ajpec Ha ynpaB/JeHHETO
yn."[1-p Unues Jlerckua” Ne 1, BNMCaHO B ThProOBCKHA PErMCTHP Npu AreHuus 1o BnucBanuaTa c EMK
107507217, Janbyen Ne 1070018787, npeAcTaB/AsiBaHO OT M3N'bJHHUTENHHA AUpeKTop A-p Hesn
HMBanoBa CaB4eBa, OT ejiHa CTpaHa, HapuyaHo no-gouy “Bb3JIOKHUTEN" u

“©@bOHUKC ®apma” EOOJ, EMK: 203283623, cbc cejasMille M aApec Ha ynpaBJjieHHe TIp.
Codusa 1700 ya. "OxosoBpbcTer mbT" N2 199A, npejcraBisBaHO 3aeAHO oT BecesmH Besnnukos
Kynes - ynpaBuTes M lOsman AtanacoB HependeB - ynpaBuTes, 4pe3 M'bJIHOMOLIHULHMTE HM
Kpacumup HukonaeB Ha aabxHocT Jlupektop Bosnuyen masap, 3aegHo ¢ [anuena HukosoBa Ha
AABXKHOCT Maructsp PapmaueBT BosHMuYeH masap, CBrJacHO M'BJAHOMOIHO C  per. No
135/27.01.2017 r. Ha HoTtapuyc per. N¢ 049 wa HK, or apyra crpaHa, HapH4yaHO T0-J0Jy
“U3II'bJIHHUTEN".

CTpaHHTe ce cnopa3yMsxa KaKTo cJe/Ba:

[Ipeambiosi: Ha cTpanuTe e u3BecTHO M Oe3cnopHo, 4ye KbM AaTa 30.05.2017r. U3MBJAHHUTENAT MO
JoroBopa e npejcrasua uHpopmanus, kacaema npoaykra Calcium folinate nocrasen nog t. 6.02 B
[Ipunoxenre N21, KoeTo e Hepa3/e/nHa YacT OT HAaCTOAWMAT JOoroBop. B nHpopmauunaTa e nocoyeHo,
Ye JOCTAaBYUKBT HE MOKe Ja JOCTAaBH NOCOYEHHUSAT 10- FOpPe JIeKapCTBeH MPOAYKT OT NIPOU3BOAUTE

.Ebewe pharma“, a ot npoussogurtesn ,Sandoz”. ToBa e noposeHo ot odpuuMasHa MHPopMaLus
noaydyena ot H30K, ue ce npeycranoBsiBaT npojax61Te Ha JekapcTBeHus npogykt Calcium folinate
¢ npoussoauTen , Ebewe pharma“ na teputopusTa Ha Pb cuutaHo ot 10.02.2017r. CTpanuTe ca
YCTaHOBHJIH, Ye NpeJIOKeHHUAT JieKapCTBeH NPOAYKT e GpapMaleBTHYHO eKBUBAJIEHTEH POAYKT ChC
CBIIMTE NIapaMeTpH, KOMTO ca 3a/0XeHH B T. 6.02, kosioHa ,HaumeHoBenue" ot [Ipunoxkenune Nol u
e 6b/Je JOCTaBEHO HA ChLIATa LieHa noco4eHa B KosioHa ,llena 3a M.e.” ot [Ipunoxenne Nel. Hanune
e HemnpeABHJEHO O06CTOATE/NCTBO, KOETO MNpM NoJiaraHe Ha Ab/JoKMMaTa IpHKa OT CTpaHa Ha
BB3JIOKHTeJI He e MOrJjo ga 6bAe npeABHAEHO U M36erHaTo KbM MOMEHTAa Ha MOANMCBaHE Ha
HacToswusA aoroeop. CTpaHuTe ce JOroBapAT, Ye M3I'bJIHMTENAT lie A0CTaBS JIeKapCTBEHHUAT
npoaykTt no 1.6.02 ot [Ipunoxenune N°1 oT gocraByMk , Sandoz” npu cna3BaHe HA nMapaMeTpUTe
3aJI0)KEHH B TEXHHMYECKOTO NpejJOKeHHe Ha JAOCTaBYMKa M MpM ChilaTa ILieHa, NocoYeHa B
[lpunoxenne Nel. HacToAwoTo u3MeHeHHe Ha JIOTOBOpa Kacae eJUHCTBEHO M CaMO KOHKpETeH
JIEKapCTBEH NPOAYKT U He NMopa)/Ja OCHOBAaHUA 32 UBMEeHeHHe Ha AOTOBOPEHOCTHUTE MO OTHOLIEHHEe

Ha OCTAHAJIMTE JIEKADCTBEHU NPOAYKTH NocovyeHH B [Ipunoxenue Nel.



HpEABHA ropeMsJiodKeHOTO CTPAaHHUTE Ce JOrOBOpHXa Ja H3MEHAT A0roBopa, KakTo cjaejBa :

B paspen ,l. IPEJMET HA /IOTOBOPA" ce npaBaT cieAHUTE U3MEHEHHUS:

Ya.1l. [lpeaMeT Ha HaAcTOAWMA AOrOBOp Ca NEPHOAMYHH JOCTABKM HA JIEKAPCTBEH MPOAYKT
/HapuyaHM mo-/10Jy B JOroeopa ,croka"/ 3a Hyxaute Ha MBAJI "/I-p Tota Benkosa" A/l - 'a6pogo,
cbraacHo [Ipunosxcenue No 1 Hepas/ie/iHa 4acT HA HACTOALMA JOTOBOP , Ch0o6pa3HO MOTpeBHOCTUTE
Ha Bb3JIOXKUTEJIA, no BuOBe M NPOrHO3HM KOJIMYECTBa cpelly LeHa , koato Bb3JIOXKUTEJIA ce
3aJb/DKaBa Jla 3ai/aTH, QpaHKO anTeka Ha 6GOJIHMLATA, KaTo M3mbjiHuUTeNsT ce 3ajb/KaBa jJa
Aocrass Calcium folinate conc.for sol. Inf. 10 mg/ml 5ml ¢ npoussoguTen ,Sandoz” .

O¢eprara na U3II'bJIHUTEJIA e Hepa3genHa YacT OT HACTOALLMS JOTOBOP, KaTO YCAOBUATA U
Ce CYMTAT MO NPaBO YC/IOBUSA HA HACTOALIMSA JOTOBOP, JOKOJIKOTO APYro He € YTOBOPEHO.

HacrosiusaT Anekc Ne1 oT forosopa ce CbCTaBH M NOANUCA B TP eJHO06Pa3HHU eK3eMILaspa
Ha 6'bJITaPCKH €3UK - JjBa3a B?)‘BJ_]O_}KHTEJIH U eauH 3a U3MMbJIHUTENA.
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