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Ha aAMhHl4crparilBHara crpaAa ua ,,MEAfl_
QeheB" 19 80r Ha ocHoBaHhe Ltn. LgI an. 4 w

pa3rnexAaHe h oqeHKa Ha nocTbnilnhTe o
,,flocraBKa Ha reKapcrBeH[ npo4yKT]t n
AocTaBKH no 3atBKa ga Hyxgnre Ha "
peu'feHre N99/22.0-5.2OL7r, n ny6nnxyBaHa noA HoMep 0109g-2017-ooo2 e pon.o6cenexhero e ny6anxyeaHo Ha 23.05.2017r. e-OB na EC noA HoMep 2017lS 0gg-193368, ce ct6pa KoMr4crc B cbcraB:

3aM, A[peKTop hK. 4eilnoctn;

npaBocnoco6eu rcprcr;
rn. MeA, CeCTpa;

r4KoHoM r4cr o614. noprv rra ;
H-K,,60rHt4.{Ha anreKa,'.

Komrcnsra 3aceAaBa B nbneH cbcraB. flpe4ce4arenqT 3ano3Ha qneHoBere c ycnoBtnqra
3a yqacr[e B npoLleAypara. Ha orBapeHero He npncbcrBaxa nhqa no Ltr. 54, an.2. or flfl3ofl.Bcrqrn qneHoBe Ha Kov,tc,RTa nonbnHhxa AeKnapa L+lv1 B cborBercrB v1e c v3t cKBaHero Havn. 51, an. B or nn3on.

flpeAceAarenflT Ha Kourcnsra o6aen cbcraBa Ha KoMr4crisra n hMeHara Ha enpwte,noAanh 3a yL{acrre oQeprn, B onpeAeneHre cpoK ao 16.30 qaca Ha zO.OOtinrlr., cbilacHononyqeHre cpeu{y noAnhc nporoKofl Ha ocHoBaHre qr.48 an. 6 0r 1-ll-l30fl:

I. ,,E. Epayx Megrxan" EOOA, oeepra c Bx. N9g6gl2l..06.2}117 r._ c qac 1O:40.

2. ,,Tuproecxa Inra - HAq- AA, oeepra c Bx N9g7gl22.o6.2ol7 r. - c qac 1o:oo.

3.,,oapxon'?!1, oQepra c Bx. N9979/23 .06.20]:7 r. - c qac 1o:r5.

4.,,Me4exc" OOA, oeepra c Bx. NgggOl2}.O6.2OL7 r._ c qac 1O:20.

5.,,OboHl,rxc Oapua'EOOA, oeepra c ex. N9gg6126.06.20it7 r._ c qac 9:30.

5' ,,Exoc Me4hKa" ooA, osepra c ex. N9gg7 r26.06.2o]:7 r.- c qac 9:45.

7. ,,Xnuuqnopr Oapna,, Afl,, oeepra c ex. N9ggg126.06.20]t7 r._ c qac 1O:5O.

8. ,,CoQapr,ra Tpefi4rH-,, Ap,, ogepra c ex. N9ggg126.06.2O117 r._ c qac 11:00.



KoMrcLlcta orBopt4 no peAa Ha rflxHoro nocrbnBaHe,3aneqaraHhre Henpo3paqHh onaKoBKh Hayt{acrHnuhre h onoBecrh rcxHoro cbAbpxaHhe h npoBeph 3a Hanht"thero Ha orAeneH3aneqaraH nnhK c HaAnhc ,,f'lpe4naraHh LleHoBr4 napaMerph". Tpr,rrva or qneHoBere HaKoMl'fcl4qra noAnhcaxa rexHilqecKoro npeAnoxeHhe n nnnKa c HaAnhc ,,[]pe4laraHh qeHoBt4
napaMerph".
fly6nnvuara qacr or 3aceAaHilero Ha KoMhchera npilKnoL{, cneA h3BbpruBaHero Ha ropeonhcaHnre peilcl'eu*

I. Pasrne)KAaHe AoKyMeHT[Te no qr. 39, aa. 2 ga ctoreercrB[e c ]r3]tcKBaH]tera
KbM ,flfqHoro cbcroqH}le l,l Kpltrephnre 3a noA6op, nocraBeHr or Bb3noxtnrens u
cbcTaBcHe Ha HacToct4ltr npoToKoI.

L. u6.Epayn Megrrar" EOOA, oeepra c ex. N9g6g121-.O6.2OL7 r. _ c qac 1O:40, no
no3nq1,rr N91 u N92.
flpe4craeeHrqr nonbrHen EEAofl cbAbpxa r,rxsopvaqraq orroBapeqa
Bb3noxlrengT KbM IhL{HOTO CTCTOCHhe n Kpvrepnnre sa no460p.
Y..racrHr,rKbr noKpnBa nocraBeHhre MhHhMarHh r43r4cKBaHhF orHocHo
4euaprpailrn:
- qe croKhre ca ceprrQnqnpaHn no craH4apr I ISO l;
- qe nphrexaaa ceprrQhKar 3a KaqecrBo Ha hMero Ha yqacrHhra / ISo /.- qe He ca Hanhqe o6crocrencrBara no tn. 54, an. L, t. !, 2 u 7 u rtn.55, an. 1 or 3ofl.

2. ,,Trproecra flrra - HAII" Afl, oeepra c Bx N9973122.o6.2o17 r. - c vac 1o:oo, nonorrqrn N91.
flpe4craeerher nonbnHeu EElofl cbAbpxa r,lrSopuaqre orroBapeu.la
Bb3Ioxtfrerer KbM nh'lHoro cbcrogHhe n Kpnrepnvtre sa no460p.
Yqacrnnrcur noKphBa nocraBeHhre MhHtaManHh h3r4cKBaHhe orHocHo
4ernaprapailrr:
- qe croKhre ca ceprlrQnulpalt no craHAapt I ISO l;
- L{e np],lrexasa ceprrQhKar 3a KaLtecrBo Ha hMero Ha yqacrHhrca / ISo i.
- qe He ca Hanhqe o6crosrenqrBara no vn. 54, an. L, t. !, 2 u 7 u rtn.55, an. 1 or 3ofl.

3.,,Oapxon'?[, oQepra c Bx. N9879/23.O6.2OL7 r. - c qac 10:15, no no3]tqrc N91 u
Ne2.
flpe4craaeHher nonbnHeH EElofl cbAbpxa ran$opuaqrae orroBapeula
Bb3nox0,freIflT tcbM nhqHoro cbcrogHhe n Kp|/'Teptfit4re aa no460p.
Yqacrnnrur noKphBa nocraBeHhre MhHr4ManHh h3r4cKBaHrr orHocHo
Aercnaprpailrr:
- 're croKhre ca ceprnSnq:ApaHn no craH4apr I ISO l;
- qe nphrexaaa ceprnQrKar 3a KaqecrBo Ha hMero Ha yqacrHl4ra / ISo /.
- qe He ca Hanilqe o6croqrencrBara no un. 54, an, l, t. I, 2 tt 7 u qn,55, an. 1 or 3ofl.

4.,,MeAerc" OOA, oSepra c ex. N98BO|29.06.2O1.7 r. - c qac LO=2O, no no3ltqlts N91
n N92.
flpe4craeexher nonbnHeH EEflofl cbAbpxa raH$opuaqr,rfl orroBapqu{a Ha h3[crBaHtacra Ha
Bb3noxl,frersr I<uM nhL{Horo cbcroeHhe v Kpvrepvvtre aa no460p.
VqacrHrrur noKpllBa nocraBeHhre MilHhMarHh Hst4cKBaHhs orHocHo Kphrepvnre 3a no46op
4exraprpailrr:
- qe croKt4re ca ceprn$nut^paHt no craHAapr I ISO l;
- 'te npnrexaea ceprnQhKar 3a KaqecrBo Ha ilMero Ha yqacrHrlrca / ISo /.

HA I3}ICKBAHHCTA HA

KpnTept t{Te sa no46op

HA I,|3HCKBAH!,|qTA HA

Kphrepnnre sa no46op

Ha lt3ltcKBaHytqTa Ha

Kphrephhre sa no46op



- qe He ca Hanhlle o6crocrenqTBaTa no un. 54, an. 1, t. t,2tt7 V\n.55, an. I Or 3OIl.

5. ,,OboHhxc Oapua" EOOA, oQepra c Bx. N9886/26.06.2017 r. - c '{ac 9:30, no
no3nquc N9t n N92.
flpe4craeenhtr nonbnHex EE[O|1 cbAbpxa rarQopllaqrae orroBapeu]a Ha l,t3]tcKBaHhcra Ha

Bb3to)Kl,fre[flT t(bM nilqHoTo cbcroflHile ]4 Kpvrepl4lATe 3a noA6op.
Yqacrsrrtr noKphBa nocraBeHhre MrHhManHil h3hcKBaHhn orHocHo KprrephilTe 3a noA6op
4euaprpailrra:
- L{e croKhre ca ceprr$AunpaHn no craHAapr I ISO l;
- Lre npnrexaea ceprr$nKar 3a KaqecrBo Ha ilMero Ha yqacrHrxa / ISO /.
- L{e He ca Hanhqe o6crosrencrBara no vn. 54, an. t, t. t, 2 n 7 u qn.55, an. 1 or 3ofl.

6.,,EKoc Me4nxa" ooA, oQepra c ex. N9887126.o6.2oL7 r. - c qac 9=4s, no no3nqr,rt
Ne1.
flpe4craaeHhcr nonbfiHeH EElOfl cbAbpxa nH$opvarlnc orroBapcula Ha lt3t4cKBaHncra Ha
Bb3rfoxr4Tercr KbM nhqHoro cbcroqHne v Kpt repwre aa no46op.
YqacrHnrcur noKphBa nocraBeHhre MhHnMaflHh h3r4cKBaHhe orHocHo Kpnrephhre 3a noA6op
4ercrraprapafirr:
- 

'.fe croKhre ca ceprnQvunpatvt no craHAapr I ISO l;
- qe nphrexaea ceprnQhKar 3a KaqecrBo Ha ilMero Ha yqacrHt4ra / ISO /.
- Lfe Heca Han]4qe o6crosrencrBara no vn.54, an, 1, t, L,2vt7 u\n.55, an. 1or3Ofl.

7. ,,Xnrllnunopr OapMa" AA, oQepra c Bx. N9888/26.O6.2OL7 r. - c qac 1O:50, no
no3hqr,rr N91 u N92.
flpe4ctaeeHhqr nontnHeu EEflOfl cbAbpxa raH$opmaqne orroBapeqa Ha h3lrcKBaHltera Ha
Bb3nox(HTelsr KbM nrL{Horo cbcrocHhe nKpvrepttrre aa no46op.
YqactHnrcur noKpilBa nocraBeHnre MrHhManHh Li3r4cKBaHilq orHocHo Kphrephhre 3a noa6op
4erlaprpafirr:
- qe croKr/re ca ceprnQvUnpaHr no craHAapr I ISA l;
- qe nphrexaaa ceprn$hKar 3a KaqecrBo Ha ilMero Ha yqacrHhra / ISO /.
- qe He ca Hanhqe o6crocrencrBara no un.54, ar. 1, t. L,2u7 u\n.55, an. 1or3Ofl,

8.,,CoQapr'ta TpeilAnHr" M, oQepra c ex. N9889126.O6.2OL7 r. - c qac 1l:00, no
no3[qhe N91 r,r N92.
flpeAcraeeHhflT nonbnHen EElOfl cbAbpxa rH$opuaqraq orroBapcula Ha lt3ucKBaHrera Ha
Bb3,rO)KlfTerCT KbM nhrlHOTO CbCTOqHhe A Kpnrep[vtre aa no460p.
Yqacrxrrur noKphBa nocraBeHnre MhHr4ManHh n3hcKBaHhe orHocHo Kpnrepnhre 3a noR6op
4emaprpailrn:
- L{e croKr4Te ca ceprn0nqttpaHn no craHAapr I ISO ll
- qe nphrexaea ceprrSilKar 3a KaqecrBo Ha ilMero Ha yqacrHt4ra / ISO /.
- Lle He ca Hanhqe o6crocrencrBara no un. 54, an. L, t. I, 2 n 7 u qn.55, an. 1 or 3Ofl,

CleA pa3rlexf,aHe Ha AoKyMeHTnre no qr. 39 an. 2 or nn3on Ha Bc'tqKll
yqacrHl,lq[, KoM]lchqTa He ycraHoBH nuncat HenbnHoTa n HecborBercrB]te Ha
nxQopmaqy,ATat BKnK)qtarenHo HepeAoBHocr u Qarrnvecxa rpeuKa, n
HecborBercrBue c yr3r4cKBaHrrcra KbM rnqHoro cbcTocHtae lt KpHTep,tHTe 3a nog6op
yt np}|cTbn]t KbM pa3ilexAaHe Ha rexH]rqecK[Te npeAro)KeH]te no qn. 39 an. 3 r. 1
or 3OIl Ha yqacrHr,rr{r{Te.

l. ,,8. Epayn Me4nKar" EOOA, oQepra c ex. N986912L.O6.2O17 r. - c qac 10:40.



flonunxexo TexHhqecKo npe*oxeHle o6paseq Ng2 n nplrro*.eHh KbM Hero:
-AOKyMeHT 3a ynbnHoMOqaBaHe;
- npeA'loxeHhe 3a h3nbflHeHhe Ha nopbqKara B cborBercrBile c rexH,|t]ecKhrecneqr$nrauvn A n3vlcKBaHVAra Ha Bb3noxhro ej

- pa3peuJeHhe Ha TbproBrc;
- pa3peueHhe 3a ynorpe6a;
- AeKnapaqhs cao6oAeH TeKcr 3a ocrarbqH[rr cpoK Ha roAHocT Ha neKapcrBeHhrenpo4ytcrtl KbM Aarhre Ha AocraBKa _ He no_MarbK or 75o/o.

- ceprn$nrarh 3a KaqecrBo;
- 3a no3hqhs Nql AeMapaqltt Lte eArHrtqHara qeHa Ha npeAnaraHhre ,reKapcrBeHrlnpoAyKrr4, He HaABhruaBa qeHaTa, onpeAeneHa no l1l1c lllpnnoxeHhe Ng2/ _ peQepeHrna.- AeKnapaqnF, qe aKo qeHaTa Ha onpeAeneHo neKapcrBeHo cpe4crBo e flIC, 6r4eHaMatleHa cneA cMloqBaHe Ha AoroBopa, npoAaBaqbT ce 3aAbnxaBa 4a Sarcryprapa J1C nopeQepeHrHara LleHa nocoqeHa a nflC.
- AeKnapaqnc' qe aKo qeHara Ha onpeAeneHo reKapcrBeHo cpeAcrBo a flflC, 6r4eyBerrhqeHa cneA cKnpqBaHe Ha AOroBOpa, npoAaBaqbr ce 3a4bnxaBa Aa Qarcryprapa flc nopeQepeHrHara qeHa nocoqeHa B AoroBopa 3a AocraBKa.- 3a no3Llqhq N92 AeKnapaqhfl 3a cborBercrBhero Ha npeAnaraHara qeHa Ha BceKhneKapcTBeH npoAyKT c nocneAHaTa perncTptlpaHa npeAenHa qeHa.- AeKnapaqhe qe npr BKnpqBaHe Ha neKapcrBeH npoAyKT A flflc, onpeAeneH tAer sah3nbflHhrer yqacrHl4K' ce 3aAbnxaBa Aa Qarcryprapa flC no pe$epexrnara qeHa nocoqeHa Bnflc,

- nonbfl HeHa rexHhqecra cneqrerKaLlltg;
- AeKnapaqhe 3a cbrnacne c Knay3rTe Ha nphnoxeHhq npoeKT Ha AoroBop O6paaeq N93;- AeKnapaq[e qe ce ocnrypn npofHo3Hl4Te KOIl4qeCTBa 3a CpoKa Ha Aeficrahe Ha AoroBopa;- AeKnapaqhe 3a cpoKa Ha BanhAHocr Ha oeeprara O6paseq N94;
- Aeuapaqnl no qn. 101 an. 11 or 3Ofl.

c,teR pa3rnex(AaHe Ha npeAcraBeHhre AoKyMeHTlr, KoMr,rc[qra ycraHoB]4 qeoSeprara no q,r. 39 an. 3 r. 1 or l'll-l3orl e B cborBercrBre c npe4Bapr,rrenHoo6neeHnre ycnoBvre or Bb3ro}Khrerq n ce AonycKa AO OTBapeHe Ha qeHoBoTO
npeArox(eH,te.

2. ,,Trrproecra rrra - HAq- A& ooepra c Bx N9g73l2z.o6.2or7 r. - c qac 1o:00.

Ilonunxexo rexHlrqecKo npeAnoxeH[e o6paaerl N92 r nphnox(eH],r r(bM Hero:
-AOKyMeHT 3a ynbnHoMoqaBaHe;
- npeMoxeHhe 3a h3nbrHeHre Ha nopbqKara B CborBercrBre c TexHhqecKhrecneqnQrraqnn n n3vlcKBa+Aera Ha Bb3noxhrerq;

- pa3peueHre Ha TbproBrq;
- pa3peueHhe 3a ynorpe6a;
- AeMapaqhs ceo6oAeH TeKcr 3a ocrarbqH[cr cpoK Ha roAHocr Ha neKapcrBeHhre

npoAyrcr4 tGM Aarhre Ha AocraBKa - He no_ManbK ot 75o/o.
- ceprr$nrarn 3a KaqecrBo;
- 3a no3hqng N91 AeKnapaqhq qe eAhHhqHara qeHa Ha npeAnaraHhre neKapcrBeHh

npoAyKrr4, He HaABhtllaBa qeHara, onpeAereHa no l1IlC lllpnnoxeHhe N92/ - pe$epeHrxa.- AeKnapaUVA, qe aKo qeHaTa Ha OnpeAeneHo neKapCTBeHO CpeAcTBO e nflC, 6rAeHaMareHa cneA cKnpqBaHe Ha AoroBopa, npoAaBaqbr ce 3aAbnxaBa Aa Qar<ryprpa flc nope$epeHrHara qeHa nocoqeHa e nflC.
- AeMapaq[e, qe aKo qeHaTa Ha onpeAeleHo IeKapcTBeHo cpeAcTBo a l-IflC, 6r4eyBenhLleHa cneA cKnloL{BaHe Ha AoroBopa, npoAaBaqbr ce 3aAbnxaBa Aa Oa}cryprapa IC nope$epeHrHara qeHa nocoqeHa B AoroBopa 3a AocraBKa.



- AeKnapaUu[ qe nph BKnoqBaHe Ha neKapcrBeH npoAyKr B nflC, onpeAeneHngT 3ah3flbrlHhr€rl yqacrHl4K, ce 3aAbnxaBa Aa Qarryprapa JIC no pe6epeHTHara qeHa nocoqeHa B

- nonbnHeHa TexHrqecKa cneurohKaqne;
- Aevlapauuq 3a brnacile c Knay3hre Ha nphnoxeHrc npoeKT Ha AoroBop O6paseq N93;- AeMapaLlhF ''le ce ocnrypu nporHo3Hl4Te KorlhqecTBa 3a cpoKa Ha Aeilcra[e Ha AoroBopa;- Ae'apaqhr 3a cpoKa Ha BannAHocr ua ooeprara o6paseq N94;- AegapaLlnq no qn. 101 an. 11 or 3Ofl.

cne4 pa3r'IexAaHe Ha npeAcTaBeHHTe AoKyMeHTlr, KoM,rc'rrra ycraHoBlr qeoQeprara no qr' 39 an. 3 r. I or flll3orl e B cborBercrBlre c npeABaprrenHoo6ceexrre ycroBl,rr oT Bb3no*.,,rerf, 1,r ce AonycKa AO OTBapcHe Ha qeHoBoronpeArox(eH1,|e.

3.,,Oapron'?fl, oQepra c Bx. N9g7g/23 .06.2017 r. _ c qac 10:15.flonunxeno rexH]tqecKo npeArox(eH]te o6paser-1 N92 yr np]troxeHn KLM Hero:
-AOKyMeHT 3a ynbnHoMoqaBaHe;
- npe4noxeHre 3a il3nbrlHeHhe Ha nopbqKara B CbOTBercrBhe c rexHrqecKhrecneqnQ rxa LI4v1 n n3ncKBawAATa Ha Bb3n oxt4T enl i- pa3peujeHne Ha TbproBhe;

- pa3peueHhe 3a ynorpe6a;
- AeKnapaqnr cao6o4eH TeKcr 3a ocrarbLtHlrflT cpoK Ha roAHocr Ha neKapcrBeHhrenpoAyKrh KbM Aarhre Ha AocraBKa - He no_MarbK ot 75o/o.

- ceprn$rrcarh 3a KaqecrBo;
- 3a no3lltlt'ts N91 AeKnapaqhs qe eAhHl4qHara qeHa Ha npeAnaraHnre neKapcrBeHrl

npoAyKrr4' He HaABrulaBa qeHara, onpeAereHa no llIlc lllpnnoxeHhe N92/ - pe$epenrna.- AeMapaqnq' qe aKo qeHaTa Ha onp(AeneHo neKapcrBeHo cpeAcrBo a fl;;C, 6r4eHaManeHa cneA cMlot{BaHe Ha AoroBopa' npoAaBaqbr ce 3aAbnxaBa Aa OaKryprapa flC nopeQepeHrHara qeHa nocoqeHa e nflC.- AeK'apaqnfl' qe aKo qeHara Ha onpeAeneHo fleKapcrBeHo cpeAcTBo e flflC, 6t4eyBenilqeHa cneA cMtoLlBaHe Ha AoroBopa, npoAaBaqbr ce 3aAbnxaBa Aa Qarcryprapa IC nopeSepeHrHara LleHa nocoqeHa B AoroBopa 3a AocraBKa.- 3a no3hqhc N92 AeMapaLlnfl 3a cborBercrBhero Ha npeAnaraHara qeHa Ha BceKhneKapcTBeH npoAyro c nocneAHaTa perhcTphpaHa npeAenHa qeHa.- AeKnapaqilq qe nph BKnpLlBaHe Ha neKapcrBeH npoAyKr a flflc, onpeAeneH nAT 3ah3nbrHhrer yqacrHl'lK, ce 3aAbttxaBa Aa Qarcryprpa flC no peQepeHrnata quru nocoqeHa Bnflc,
- 3a neKapcrBeH npoAyKr c ATC xo4 N01AB0B /inhalation liquid/, AeKrapatlhr cao6o4eHTeKcr, qe 3a cpoKa Ha AocraBKa Ha fleKapcrBeHner npo4ytfi, qe ocilrypcr 3a cBoq cMerKah3napnren h 3arBopeHa chcreMa qbBMecrhMr4 c HarhqHhre anaparh.

- 3aBepeHo or yqacrHl4Ka Konne Ha nnqeH3he, r43AaAeHa no peAa ua 3KHBI-r;- nonbnHeHa rexHnqecra cneqra$r,t Kaun+i
- AeKnapaqhq 3a cbrrlache c Knay3hTe Ha nphnoxeHhe npoeKr Ha AoroBop O6paseq N93;- AeKnapauhe qe ce ochryph nporHo3Hl4Te KonhqecrBa 3a cpoKa Ha Aeilcrehe Ha AoroBopa;- AeKnapaqhe 3a cpoKa Ha BanhAHocr Ha oeeprara O6paseq N94;
- AeKnapaqnq no qn. 101 an. 11 or 3Ofl.

Yqacrxlrr e oQeprapar no On N91 reKapcrBeHh npoAyKrn c ATC KoAoBe - NOSBBOI
1'l rbproBcKo HaHMeHoBaHl'le Neurolax 25mg x 50 r SOfCnOf DEX-iobrin Drops EyESml' xeQrryplrpaqr'r e ntlC llpraoxexue N92, nocraBeHo Karo 3aAbly1r,rre4Ho



,teKapcrBeH npoAyKr c ATc KOA
raun; 3a ,reKapcrBeH npoAyKT C ATc
B.Braun.

3rorBcHe xa oeeprnre cn yqacrHt4qnre
eH ltTe Ha Bb3IO)r(1,tTen9 ycnoBHC.

Ha ocHoeaH||e qn. ro7,t.2, 6 ud" or 3on *o"nin"ra npegara Ha Bbutox,Tenqr
Aa orcrpaHh or y:acllg B npoqeAypara no HoMeHKnaryp'r c ATC xoa NosBBol,S01CA01,BO5XA02, BO5BBO1 - .Oapxon,M, oeepra c Bx. N9g79/23.O6.2OL7 r.,rufi raro npeAcraBexara o$epra He oTroBape Ha npeABapnTerHo o6ceeHlre orBb3loxr,trerr ycJtoB uA Ha o6ulecreeHaTa nopbq Ka.caeg pa3rnex(AaHe Ha npeAcTaBeH[Te AoKyMeHT],r, KoMl4cr4rra ycraHoB]r qeoQeprara no qr. 39 an. 3 r. 1 or rlrl3oll e B cborBercrBhe c npe4BaplrenHoo6ceer,nre ycnoB]rf, or Bb3ttox]trers ]r ce AonycKa Ao orBapcHe Ha qeHoBoro
npeAnoxeHHe c }l3KrK)qeH]re Ha HoMeHKraryp}lre nocoqeH}| no-rope.

4.,,Me4exc'ooA, oQepra c ex. N9ggol23.06.2orl r.- c qac ro:20.
Jlonunneno TexHlrqecKo npeArox(eHhe o6paseq N92 r,r npyrroxeHt,r KbM Hero:

-AOKyMeHT 3a ynbnHoMoulaBaHe;
- npeAnoxeHhe 3a h3nbnHeHre Ha nopbqKara B cborBercrB[e c rexHilqecKhrecneqrQ r ra qnn n A3v'tcKBaHnATa Ha Bb3noxhren g ;

- pa3peueHhe Ha TbproBnc;
- pa3peueHhe 3a ynorpe6a;
- AeKnapaqilc ceo6oAeH TeKcr 3a ocrarbr{Hhnr cpoK Ha ro4Hocr Ha neKapcrBeHnre

npoAyr(Ir4 t(bM Aarhre Ha AocraBKa - He no_MaflbK ot 75o/o.
- ceprrQrraril 3a KaqecrBo;
- 3a no3hqns N91 AeMapaqiltl Lte eAhHhqHara ueHa Ha npeAnaraHilTe neKapcrBeHhnpoAyKrh, He HaABhruaBa qeHara, onpeAeneHa no l1l1c lllpnnoxeHhe N92/ - peeeper.rrr+a.- AeKnapaqvlflt qe aKo qeHaTa Ha onp(AeneHo fieKapCTBeHO CpeAcTBO a flflC, 6r4eHaMareHa cneA cKnloLrBaHe Ha AOrOBOpa, npo4aBaqbr ce 3aAbnxaBa Aa oaKryprapa flc nope$epeHrnara UeHa nocoL{eHa a nflC.
- AeKnapaqhc, L{e aKO qeHaTa Ha OnpeAeleHo IeKapcTBeHo cpeAcTBo a [IC, 6r4eyBenhqeHa cneA cKnloqBaHe Ha AoroBopa, npoAaBaL{br ce 3aAbnxaBa Aa OaKryprapa IC nopeQepeHtrara qeHa nocoqeHa B AoroBopa 3a AocraBKa.- 3a no3hqns N92 AeKllapaqhs 3a cborBercrBhero Ha npeAnaraHara qeHa Ha BceKLrfieKapcTBeH npoAyKr c nocneAHaTa perhcTphpaHa npeAenHa qeHa.- AeKnapaqnfl qe nph BKnpqBaHe Ha neKapcrBeH npoAyfi a flflc, onpeAeneHnilr sah3nbflHhren yL{acrHl4K, ce 3aAbnxaBa Aa Qar<ryprapa flC no peQepeH+rara qeHa nocoqeHa Bnflc.

- nonbnHeHa rexHnqecrca cneqnenKaqhn;
- AeKnapaqhe 3a cbilache c Knay3hre Ha npnnoxeHhe npoeKT Ha AoroBop O6paseq N93;- AeKnapaqne qe ce ocvrypu nporHo3Hl4Te KoIhqecrBa 3a cpoKa Ha 4eficrere Ha AoroBopa;- AeKnapaqnr 3a cpoKa Ha BannAHocr Ha oseprara o6paseq N94;
- AeKnapaqne no qn. 101 an. 11 or 3Ofl.

Yqacrxrx e oQepr'rpan no on N91 neKapcrBeH npoAy*r c ATC KoA corBBOl nrbproBcKo HauMeHoBaHne Lidocain vp 20mg lml - 2 ml xe6raryplrpaq e flrcIlpnnoxenre N92, nocraBeHo Karo 3aAbnxrrenHo ycnoBre B AoKyMeHTaq6era 3ayqacrre; 3a ,teKapcrBeH npoAyKr c ATC KoA JO1DD62 He L npeAcraBeHaoropt{3aq[c or Pfizer.
Clrnacxo qa. lol an. 5 or 3orl npr H3rorBeHe xa oeeprnre cn yqacrHr,rq4re
rpn6ea Aa ce nprAbp)t(ar roqHo xur"r o6ceeHl,tre Ha Bb3roxlrrenc ycroBr,rc.



Ha ocxosaH}re r{[. Lo7, t.2, 6 ,,a" or 3ofl KoM]rc[qra npeArara Ha Bb3nox]rrengT
Aa orcrpaHr or yqacrre B npoqeAypara no HoMeHKnaryph c ATC KoA co1BB01 u
TtproBcKo HarMeHoBaHre Lidocain VP 2Omglml - 2 ml n nexapcTBeH npoAyKT c
ATC ro4 J01DD62 - ,,Me4exc" oo!1, o0epri c ex. N9ggol23.06:2o!7 r., rtr-raro
npeAcraBeHara oQepra He orroBape Ha npeABapnrenHo o6cseHhre orBb3loxl4Terr ycnoB lts Ha o6uqecreeHara nopbq Ka.
caeA pa3mexAaHe Ha npeAcraBeHnre AoKyMeHTh, KoMr,rclrqra ycraHoBr,r qe
oQeprara no qrl. 39 an. 3 r. 1 or Ill'l3OII e B cborBercrBlre c npeABaplrrerHo
o6ceex}|re ycnoBus oT Bb3roxl,rreng l,t ce AonycKa Ao orBapeHe Ha qeHoBoro
npeAflox(eHvte c }|3KIloqeHhe Ha HoMeHKraryphre nocoqeHh no-rope.

5. ,,OboHr,trc Oapua' EOOA, oeepra c Bx. Nggg6l26.06.2017 r. - c qac 9:30.
llonulxeao rexHltqecKo npeAnoxeH're o6paseq N92 yr nplrroy1eHlr KbM Hero:

-AO](yMeHT 3a ynbnHoMoqaBaHe;
- npeAnoxeHhe 3a h3nbnHeHhe Ha nopbqKara B cborBercrBhe c TexHnqecKrre

cneqnSnraqnn A rz'3AcKBaHnATa Ha Bb3noxhrent;
- pa3peueHhe Ha TbproBhr;

- pa3peueHhe 3a ynorpe6a;
- AeKnapaqns ceo6oAeH TeKcr 3a ocrarbL{Hlrer cpoK Ha roAHocr Ha neKapcrBeH[Te

npoAyKTLt KbM Aarrre Ha AocraBKa - He no-ManbK ot 75o/o.
- ceprrSnrarh 3a KaqecrBo;
- 3a no3Llqns N91 AeKnapaqilc qe eAhHhtrHara qeHa Ha npeAnaraHhre neKapcrBeHh

npoAyKril, He HaABnuaBa qeHara, onpeAereHa no l1llC lllpnnoxeHile NgZ/ - peeepeHrua.
- nonbrHeHa rexHhqecra cneqnQrKaqhe;
- AeKnapaqhq 3a cbrnache c Knay3hTe Ha npilnoxeHhfl npoeKT Ha AoroBOp o6pageq N93;
- AeKnapaqne Lle ce ochrypn nporHo3Ht4Te Kort4qecrBa 3a cpoKa Ha 4eficrare Ha AoroBopa;
- AeKnapaqhc 3a cpoKa Ha BanilAHocr Ha oeeprara O6paaeq N94;
- Aercnapaqnl no qn. 101 an. 11 or 3Ofl.
- 3a neKapcrBeH npoAyKr c ATC rcoa N01AB08 /inhalation liquid/, Aeuapaqhr ceo6o4eH

TeKCT, qe 3a CpOKa Ha AOCTaBKa Ha neKapcTBeHhsT npOAyKT, U{e OChrypeT 3a CBot CMeTKa
il3napilTen H 3arBopeHa chcreMa cbBMecrhMt4 c Hanrl{Hnre anaparr.

- 3aBepeHo or yqacrHl4Ka Konhe Ha nhueH3ilAt t13AaAeHa nO peAa Ha 3KHBfl;

CneA pa3rner(AaHe Ha npeAcraBeH[Te AoKyMeHTn, KoMucr4cra ycraHoB]r qe
yqacrHrKbr ,.oboHr4xc oapua' EooA, oQepra c Bx. N9gg6/26.o6.2oL7n He e
npeAcraBnn 3aAbl)t(l4TenHO ,t3r4cKyeMl4 AOKyMeHT]t KbM TexH[qecKoro
npeAloxeHlte H3hcKBaHr or Bb3Ioxl,trencr B AoKyMeHTaqUCTa 3a yqacrle n
o6ceaextaero 3a o6qecreeHa nopbqKa :

- AeMapaq4At qe aKo qeHara Ha onpeAeneHo neKapcrBeHo cpeAcrBo e ll/1c, 6u4e
HaMareHa cneA cKnoLlBaHe Ha AoroBopa, npoAaBaqbT ce 3aAbnxaBa Aa oaKryprapa IC no
pe$epeH*rara LleHa nocoqeHa e nflC.

- AeMapaqilg, L{e aKo qeHara Ha onpeAeleHo reKapcrBeHo cpeAcrBo e flr|C, 6r4e
yBen[L{eHa cneA cKnpqBaHe Ha AoroBopa, npoAaBaLtbr ce 3aAbnxaBa Aa oaKryprapa IC no
peQepeHrxara qeHa nocoqeHa B AoroBopa 3a AocraBKa.

- 3a no3hqns N92 AeKnapaqhg 3a cborBercrBilero Ha npeAnaraHara LleHa Ha BceKn
neKapcTBeH npoAytc c nocneAHaTa perncTprpaHa npeAenHa qeHa.

- AeKnapaqhs tle nph BKnK)t{BaHe Ha neKapcrBeH npoAyKT a flflC, onpeAeneHnFT 3a
h3ntrHhrer yqacrHl4K, ce 3aAbnxaBa Aa Qarcryprpa flC no peQepeHrHara LleHa nocoqeHa B
nflc.



Curnacxo qn. 101 an. 5 or 3ofl npn lr3rorBrHe Ha oSeprnre ch yqacrHr4q1Te
rpn6ea Aa ce nphAbpxar rottHo rrM o6ceeHhre Ha Bb3rorxlrrerq yc4oBr4c.
Ha ocxoeaH}le qr. L07, t. 2, 6 ,,a" or 3O]I KoMr4o,rnra npeAnara Ha Bb3no)Kr,rrener

Aa orcrpaH[ or yqacrle B npoqeAypara ,,oboHl,rKc oapMa" EooA, oQepra c Bx.N9886/26.o6.2o17r., rui Karo npeA( aBeHara oeepra He"'orroBapf, HanpeABaprrerHo o6cgexnre or Bb3rtox(lrrerr ycnoBl,tf, ni o6qecrBeHaTa nopbqKa.

6. ,,EKoc MeArKa" OOA, oeepra c Bx. N9gg7l26.06.20]-l r._ c qac 9:45.
flonunneHo rexHnqecKo npeAlox(eHxe o6paeeq N92 n np[no)KeH]r KbM Hero:

-AOKyMeHT 3a ynbnHoMoqaBaHe;
- npeAnoxeHhe 3a r3nbnHeHhe Ha nopbr{Kara B cborBercrBhe c rexHhqecKnre

cneqrQrrarJu n v3ncKBaHt ATa Ha Bb3noxhrenq;
- pa3peueHre Ha TbproBnq;

- pa3peueHhe 3a ynorpe6a;
- AeMapaqrn cso6o4eH TeKcr 3a ocrarbqHnsr cpoK Ha roAHocr Ha neKapcrBeHhre

npoAyffit4 KbM Aarnre Ha AocraBKa - He no-ManbK ot 75o/o,
- ceprn$nrarn 3a KaqecrBo;
- 3a no3[t-lrc N91 AeMapaqne qe eAhHhqHara qeHa Ha npeAnaraHhre neKapcrBeHh

npoAyKril, He HaABhtllaBa qeHaTa, onpeAeneHa no nflC filpnnoxeHhe N92/ - peQepeHlra.- AeKnapaqvtq, qe aKo qeHaTa Ha OnpeAeneHo neKapcTBeHo CpeAcTBo a flIC, 6t4e
HaMarleHa cneA cKnpqBaHe Ha AOrOBOpa, npoAaBaqbr ce 3aAbnxaBa Aa oaKrypnpa IC no
peQepeHrHara qeHa nocorleHa e I'UC.

- AeMapaqhtl, qe aKo qeHaTa Ha onpeAeneHo neKapCTBeHo CpeAcTBo a l-|flC, 6u4e
yBenhqeHa cneA cMloqBaHe Ha AOrOBOpa, npoAaBaqbr ce 3aAbnxaBa Aa Qarcryprpa flc no
peQepeurnara qeHa nocoqeHa B AoroBopa 3a AocraBKa.- 3a no3hqhc N92 AeKnapaqilc 3a cborBercrBhero Ha npeAnaraHara qeHa Ha BceKh
neKapcrBeH npoAyKr c nocneAHara perhcTpilpaHa npeAenHa qeHa.

- AeKrapaqne qe nph BMtot{BaHe Ha neKapcrBeH npoAytfi a flflC, onpeAeneHt/1ilT 3a
h3nbnHhren yqacrHl4K, ce 3aAbaxaBa Aa Qarryprapa flC no peQepenrHara qeHa nocoqeHa B
nnc,

- nonbrHeHa rexHhqecra cneqrSrKaqn+i
- AeKnapaqntl 3a cbrnache c Knay3hre Ha nphnoxeHhq npoeKT Ha AOTOBOp o6pageq Ng3;
- AeKnapaqrq qe ce ochrypn nporHo3Ht4Te KonhqecrBa 3a cpoKa Ha 4eilcrere Ha AoroBopa;- Aeuapaqhq 3a cpoKa Ha BanhAHocr Ha oeeprara O6paseq N94;
- Aeuapaqn* no qn. 101 an, 11 or 3Ofl.

cneg pa3uexAaHe Ha npeAcraBeHnre AoKyMeHTH, KoMl,tcrcra ycraHoB],r qe
oQeprara no qn. 39 an. 3 r. 1 or IIII3OII e B cborBercrBre c npeABapltrerHo
o6neeH[re ycnoB]tc or Bb3noxnrenA u ce AonycKa Ao orBaprHe Ha qeHoBoro
npeAroxeH}|e.

7. ,,xnmnqnopr oapMa" Ap,, oSepra c ex. N9gggl26.o6.2ol7 r.- c qac 1o:50.
Ilonunxeno TexHnqecKo npeAnox(eHlte o6paaeq N92 yr npunox(eH1a KbM Hero:

-AOKyMeHT 3a ynbnHoMoqaBaHe;
- npeAnoxeHhe 3a h3nbrHeHile Ha nopbqKara B cborBercrBhe c TexHhqecKhre

cneqrQrraptt tA t 3vlcKBaHVATa Ha Bb3noxhrens;
- pa3peujeHhe Ha TbpfoBt4g;

- pa3peueHhe 3a ynorpe6a;
- AeKnapaqrn ceo6o4eH TeKcr 3a ocrarbqHher cpoK Ha ro4Hocr Ha neKapcrBeHhre

npoAyKrh KbM Aarnre Ha AocraBKa - He no-MarbK ot 75o/o.
- ceprnQrrarh 3a KaqecrBo;



- 3a no3htlilc N91 AeKnapaqhfl qe
npoAytfil4, Fte HaABhtuaBa ueHaTa, onpeAen- AeMapaqt4A, \e aKo ueHaTa Ha
HaMaIeHa cneA cKnoL{BaHe Ha AOrOBopa,
pe$epeHTHara qeHa nocoL{eHa B nIC.

- AeMapaqrn, qe aKo qeHara Ha onpeAeneHo neKapcrBeHo cpeAcrBo e l.lflC, 6rAeyBeflhL{eHa cneA cKn0rlBaHe Ha AoroBopa, npoAaBaqbr ce 3aAbnxaBa Aa OaKryprapa flC nopeSepeHrHara qeHa nocoqeHa B AoroBopa 3a AocraBKa.- 3a no3hurg N92 AeKnapaqilt 3a cborBercrB[ero Ha npe4naraHara LleHa Ha BceKhneKapcTBeH npoAyKT C nOCneAHaTa perrcTpilpaHa npeAenHa LleHa,- AeMapaqttq 9e nph BMtoqBaHe Ha neKapcrBeH npoAyKT e flflC, onpeAeneH ver 3alzl3flbnHhr€n yl{acrHhK, ce 3aAbnxaBa Aa Qarcryprapa flC no peqepexrH.iu ,laru nocoqeHa B

- nonbrHeHa rexHhqecra cneqnsraKaqrfl;
- AeKnapaqhe 3a Hhe npoeKr Ha AoroBop O6paaeq N93;- AeKrrapaque ee TBa 3a cpoKa ua 4eilcrane Ha AoroBopa;- AeKnapaqre 3a O6paeeq N94;- AeKnapaq4fl no

cnea pa3uex(AaHe Ha npeAcraBeHlrre AoKyMeHTlr, KoMr4cr4qra ycraHoBr,r qeoQeprara no q'l' 39 an. 3 r. 1 or l'll'l3oll e B cborBercrBlre c npe4BaplrerHoo6ceex,re ycJroBr4r oT Bb3noxl,rrerc 1,r ce AonycKa Ao orBapcHe Ha qeHoBoronpeAro)KeHHe.

8.,,CoQapr.,ra TpefiAraH',, Ap,, oSepra c Bx. Nggg9126.06.2O17 r,_ c qac 11:00.

rlonunexo rexH,qecKo npef,,roxeH[e o6paseq N92 u np,,no)KeHh KbM Hero:
-AO|VMeHT 3a ynbn HoMouJa BaHe;
- npeAnoxeHhe 3a r3nbnHeHre Ha nopbqKara B cborBercrBhe c TexHhqecKhre

cn e q n$ n ra qnv vt vlsncKBaHnlTa H a Bb3n oxrrenq ;- pa3peujeHne Ha TbproBhg;
- pa3peueHhe 3a ynorpe6a;
- AeKnapaqun cao6o4eH TeKcr 3a ocrarbqHhnr cpoK Ha ro4Hocr Ha neKapcrBeHhre

npoAyKTr4 KbM Aarnre Ha AocraBKa - He no_Mafi ,x ot 75o/o.
- ceprnQrrarh 3a KaqecrBo;
- 3a no3hqhc N91 AeKnapaqhq Lte eAnHnqHara LleHa Ha npe4naraHhre neKapcrBeHhnpoAyKr'r, He HaABhtuaBa LleHara, onpeAeneHa no l1l1C lllpnnoxeHLle N92/ - peqepeHrHa,- AeKnapaq4q, \e aKO LleHaTa Ha onpeAeneHo neKapcTBeHo cpeAcTBo e flflC, 6r4eHaMareHa cneA cMlo'{BaHe Ha AofoBopa, npoAaBaqbr ce 3aAbnxaBa Aa oaKryprapa flc nopeSepeHrHara qeHa nocor.{eHa e nIC.
- AeMapaqhe, qe aKo LleHaTa Ha OnpeAeneHO ,eKapCTBeHO cpeACTBo a flIC, 6r4eyBenhqeHa cneA cKnpL{BaHe Ha AoroBopa, npoAaBaL{br ce 3a4bnxaBa Aa oaKryprpa flc nopeQepenrHara LleHa nocoqeHa B AoroBopa 3a AocraBKa.- 3a no3hqns N92 AeKnapaq[c 3a cborBercrBhero Ha npeAnaraHara qeHa Ha BceKrlneKapcTBeH npoAyls c nocne4HaTa perhcTpl4paHa npeAenHa qeHa.- AeKnapaqhtl 'le nph BKnpqBaHe Ha neKapcrBeH npoAyKT s flflc, onpeAeneH viilr sah3ntflHnrer yqacrHl'lK, ce 3aAbnxaBa Aa Qar<ryprapa flC no peQepenrnara qeHa nocoqeHa Bnflc.

- nonbnHeHa rexHh,tecra cneqn$raKaqrq;
- AeKnapaqhq 3a cbrnacile c Knay3hre Ha nphnoxeHhe npoeKT Ha AoroBop O6paseq N93;- AeKnapauhe L{e ce ochryph nporHo3Hhre KonhqecrBa 3a cpoKa Ha Aeficrene Ha AoroBopa;- AeKnapaqhr 3a cpoKa Ha BanhAHocr Ha oeeprara O6paseq N94;



- AeKnapaqne no qn. 101 an. 11 or 3On.

- 3a neKapcrBeH npoAyKr c ATc KoA N01AB08 /inhalation liquid/, AeKnapaqhn ceo6o4eHTeKCT' qe 3a cpoKa Ha AocraBKa Ha neKapcrBeHhcr npoAyKT, |Jle ochrypqr 3a cBog CMerKah3naphren h 3arBopeHa chcreMa cbBMecr[M'4 C Han]4qHhre anaparh.- 3aBepeHo or yqacrHfiKa Konre Ha nrqeH3hfi, r43AaAeHa no peAa Ha 3KHBI.|;

Yqacrtrr e oQepnpar no on N91 neKapcrBeH npoAyKT c TbproBcKo HahMeHoBaHlrereeeurap ltexQr'rn HecborBercTBaur Ha nocoqeHoTo or Bb3ro".r,rrefl, reHephqHo
{Kaqrr Insulin glargine.

; Dr Falk; ,,Caxoen AeeHrHc
anon";,,An4x<enr nn (Dapma,, i
"1 AKTaB[c sa Eon4yrc Kanr]l

Curnacxo qn. 101 aa. 5 or 3OIl np
rpn6ea Aa ce nphAbpxaT ToqHo KbM o
Ha ocHosaHre qlt. lO7, t. 2, 6 ,,a,, or

sl^grclpaHlr or yqacrhe B npoqeAypara
N9889/26.O6.2OL7 r. no nocoqeHrre

TexHhqecKara cneqytenxar4nn Insulin
He oTroBapc Ha npeABap[TerHo o
o6qecreeHara nopbqKa.
cne4 pa3HoKAaHe Ha npeAcraBeH,Te AoKyMeHTlr, KoMlrcl,rera ycraHoBr' qeoQeprara no q'l' 39 an. 3- r. 1 or ltll3orl e B cborBercrBre c npeABaprrerHoo6seeH[re ycnoBrrc or Bb3lox<urenl u ce AonycKa Ao orBapcHe Ha qeHoBoronpeAroxeHlre c }|3r('rrcqeH}|e Ha HOMeHKrarypHTe nocoqeHH no-rope.

Ha ocxoeaHlre qn.57 an. 3 0r 30r'r, He no-KbcHo or gea pa60 r.u AHn npeAr-. A. .r. ..v=,+fr

3:::t:::.::-?l::::^1:lo",rre npeAlox(eHre KoMr,rcl,rera ule o6cecsa xafi-uanxovpee cto6uleHhe a npoerna Ha KynyBaqa qaca l,| MrcToTO Ha oTBapgHeTO.

Hacrorqrrr nporoKon e crcraBeH .20L7r.

Ilpegce4area: l4eaFtra l-eHqeaa ....,.

9nexoee: l-. l-eoprrea.....

M. Maprnoea M. l-eoprreaa


