MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
24.06.2019 Ne 1438
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(epepeecTpaiiito)», ab3aily TpuauAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Mpo
MiHicTepcTBO 0XOpPOHHU 370pOB’S] YKpaiHU, 3aTBepKeHOro IMocTaHoBo KabiHery
Minictpie Ykpainu Big 25 Gepe3nss 2015 poky Ne 267, Ha mifcTaBi pe3yJbTaTiB
eKCTIePTU3M  PEECTpALlifHMX  MarepiasiB  JiKapcbkuxX  3acobiB  (MeJUYHHMX
iMyHObiosioriyHMX TpernapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peectpauitlo  (mepepeecTpaliio), NpoBeJeHUMX [Jlep)kaBHUM  MiANPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIB 1110710 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrOo iMyHOOiO/OTiUYHOrO TIperapary), peKoMeHAallil Horo [o aep»kKaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHsI 3MiH [0 peeCcTpalliiHKUX MaTepiasniB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIpermapaTH) 3rifgHO 3
riepestikoM (gomaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoMm (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imMyHOOiosoriuHi
TriperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaToK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTynmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIO/TOIN4YHUX NPEMAPATIB), AKI
BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHA

Jopartok 1
[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

24.06.2019 Ne 1438

chapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[0pPOB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi rocTuii
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HaYeHMMK y NepiognyYHOCTI NOAaHHSA

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo
3acoby ynakoska) 20
nocsioYeHHs1
1. BIBAHAT PO34uH NS iH'eKUi, 3 TOB Mpysis K.T. PymyHis peecTpauis Ha 5 pokis 3a He UA/17489/01/01
POM®PAPM Mr/3 mn, no 3 mny Pomdapm POM®APM peyenmom niosnsieae
nonepegHL0 Komnawi KOMIMAHI MepiognyHICTb NOAAHHSA PErynspHo
HanoBHEHOMY LUMPWL; MO Ipysis C.P.N. OHOBJ/THOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
1 a60 4 nonepenHbLO 0o Mopsaaky 34iAcCHeHHS
HaMOBHEHUX LUMPULKN Y hapmakoHarnsgy, 3aTBepiKeHoro
6nicTepi, pasom 3 1 abo 4 Haka3om MiHicTepcTBa OXOPOHW 340P0B’s
rosikaMu y KapTOHHIlA Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
Kopoo6Li 3apeecTpoBaHunii B MiHicTepcTBi tocTuLi
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepiognYHOCTI NoAaHHSA
PErynsipHUX 3BiTiB 3 6e3neKku
2. LUUTUKONIH PO34mnH ANs iHexuiii, 125 MpusaTHe YkpaiHa MpusatHe Ykpaina peecTpaList Ha 5 pokis 3a He UA/17490/01/01
Mr/Ma no 4 mn B amnyni, akujioHepHe akujioHepHe peyenmom nionisi2ae
no 5 amnyn y 6nictepi, no TOBapUCTBO TOBapUCTBO MepiognyHicTb NoAaHHA perynspHo
1 abo 2 6nicTepu y naudi, "Jekxim - "Jlekxim - OHOB/IOBAHOrO 3BIiTY 3 6€3neku BiANOBILAHO
ab6o no 100 amnyn y nauui Xapkis" Xapkis" 0o Mopsaaky 34iACHeHHS




hapmakoHarnsgy, 3aTBepiXeHoro
Haka3om MiHicTepcTBa OXOPOHU 3[0POB’s
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeectpoBaHuii B MiHicTepcTBi tocTuji
Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu
Bif, 26 BepecHsA 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3HayYeHVMU y NepioanMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsioYeHHs1
perynspHux 3BiTiB 3 6e3neku.

3. LUNTUKONIH PO34unH ANs iH exuili, 250 MpuaTHe YkpaiHa MpuBatHe Ykpaina peecTpauis Ha 5 pokis 3a He UA/17490/01/02
Mmr/mn, no 4 mn B amnyni, akuioHepHe akuioHepHe peyenmom nionsicae
no 5 amnyn y 6nictepi, no TOBapuUCTBO TOBapUCTBO MepiognyHicTb NoAaHHA perynspHo
1 a6o 2 6nicTepu y nauuj, "J1ekxim - "JIekxim - OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
ab6o no 100 amnyn B nauuj Xapkis" Xapkis" 0o Mopsaaky 34iicHeHHs

HavyanbHUK Bigaginy 3 nutaHb (papmaneBTUYHOI

AisnbHocCTI lenapTaMeHTy peasisauii NONiTUK

T.M. IacKOBCbKUn




Jopatok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

24.06.2019 Ne 1438

NEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOIYHUX MPEMAPATIB), AKI BHOCATBCA A0
AEPXXABHOI'O PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
1. ABMNMNM® MOPOLLOK ANS Abpwun IHAjs HekTap IHAis MepepeecTpavis Ha HeOOMeXeHUIA TEPMIH 3a He UA/10084/01/01
pPO34MHY AN dopmyneiH3 NaidpcaliHcis peyenmom niosnsieae
iH'ekyin no 500 MeT. T4 Nimitea-tOHIT-VI MepiognyHiCTb NOAAHHA PErysIipHO OHOBJ/IIOBAHOTO 3BITY
mr, 1 donakoH 3 3 6e3neku BignoBigHO Ao Mopaaky 34iMCHEHHS
MOPOLLKOM Y chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
KapTOHHIi MiHicTepcTBa OXOPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
yrakoBLi 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM 3[40POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4YeHUMU Yy NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3neku.
2. ABNNM® NOpPOLLOK A/1A Abpwun IHais HekTap IHais MepepeecTpavis Ha HeO6MEXEHUIA TEPMIH 3a He UA/10084/01/02
pPO34MHYy ANs dopmyneiH3 NaiidpcaliHcis peyenmom nionsicae
iH'ekyin no 1000 MeT. T4 Nimitea-tOHIT-VI MepiognyHiCTb NOAAHHA PerysispHO OHOBJIIOBAHOTO 3BITY
Mr, 1 donakoH 3 3 6e3neku BignoBigHo Ao Mopaaky 34iACHEHHS
MOPOLLKOM Y chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
KapTOHHIi MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB’A
Ykpaiuu Big 26 BepecHa 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU Yy NepioANYHOCTI
noJaHHsA perynsipHnX 3BiTiB 3 6e3neku.
3. AOEHOCTEPWUA- | TabneTku, BkpuTi | ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWI TepMiH. 3MiHK | TUNY 3a He UA/2653/01/01
3400POB'A NNiBKOBOIO 06MEXEHO BMPOBGHULTBA, - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta peyenmom nionsiecae
060/10HKOH, MO BiANOBiAA/bHI KOHTPO/Tb SIKOCTI, hapmakoHarnsgy. 3miHa y KopoTKiil XxapakTepucTuLi
5 wmr, no 10 CTIO BMNYCK Cepil: nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
TabneTok y "dapmavesTu ToBapucTso 3 ANA MeVYHOro 3acTOCyBaHHA Ha MifgcTasi perynspHo
6nictepi; no 3 YyHa KOMMaHis 06MEXeHOo OHOB/IOBAHOrO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
6nictepu B "3p0pos'a" BiANOBiAA/IbHICT [ocnifpKeHb 3 6e3Mnekn 3acToCyBaHHS /likapCbKoro
KapTOHHIl 10 3acoby B nicnapeecTpauiliiuii nepios, abo sk pesynbTar
Kopobui "dhapmMaueBTUYH OLLiHKM 3BIiTY 3 AOC/IAKEeHb, NPOBEAEHNX BIAMOBIAHO A0




KOHTpPOb cepii)

nnaHy negiatpuunnx gocnigpkers (PIP) (iHwi 3MiHW)
3MiHV BHECEHO [0 IHCTPYKUIT A1 MeAUYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"B3aemogisa 3 iHWVMU nikapcbkuMu 3acob6amu Ta iHLwi
BMAM B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", "Croci6
3acTOoCyBaHHSA Ta 403" (YTOUYHEHHS iHdhopmaui),
"Mo6iuHi peakwji" BigNOBIgHO A0 MaTepianis
peecTpaLiiHoro AOCbE.

MepioanyHICTb NOA4AHHS PErYSIPHO OHOBJIKOBAHOIO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iNCHEHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHIiCTEPCTBI

Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
a KomnaHis nnaHy negiatpnyHux gocnimpkeHs (PIP) (3miHy
"3popos'a", Y3roPKEHO 3 KOMMETEHTHUM YNOBHOB&XXEHUM OpraHom)
YKkpaiHa,; 3MiHN BHECEHO [0 IHCTPYKLUIi Y po3ainu "B3aemogis 3
BCi cTagii HLIMMKN NiKapcbKMKM 3acobamMu Ta iHLWi B1uam
BMPOBGHULTBA, B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHA",
KOHTPO/Ib SIKOCTI: "3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHSA
ToBapucTBO 3 rpyaato”, "Cnocib 3actocyBaHHA Ta fo3un” (woao
06MeXeHo 6e3neku), "MobivHi peakuii” BigNOBIAHO A0 OHOBNEHOT
BiANOBIAA/IbHICT iHchopmav,ii 3 6e3nekun Ajtyoi pevoBUHN.
10 "®PAPMEKC
reyn., MepiognyHICTb NOAAHHA PErynsipHO OHOBJIKOBAHOIO 3BITY
Ykpaina 3 6e3neku BiAnoBigHO A0 Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTpOKaMu, 3a3HaYeHNMU Y NEPIOANYHOCTI
noflaHHA perynsipHnX 3BiTiB 3 6e3neKu.
4. AMBPOKCO/1- Tabnetku no 30 TOB "TeBa YkpaiHa Mepkne M'moX HimeuuunH MepepeecTpavis Ha HEOOMEXEHUA TepMiH. 3MiHn | Tuny 6e3 nionsiecae UA/1611/01/01
TEBA mr no 10 YkpaiHa" (BUpPOGHMLTBO a - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
TabneTok y Hepo3cgacoBaH thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
6nictepi; no 2 0ro NpoAYyKTY, nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
6nictepn y [03BiN Ha 4N MeVYHOro 3aCTOCyBaHHA Ha NifCTasi perynspHo
KopoobLi BMNYCK CepiT; OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcoLKoro 3acoby, abo
nepBMHHa Ta LocnigpkeHb 3 6e3nekn 3acToCcyBaHHSA MikapCbKOro
BTOPUHHA 3acoby B micnsipeecTpaviliHuii nepios, abo sk pesynbTar
ynakoBKa, OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO A0




6nictepax; no

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii

Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKaMu, 3a3HaYeHNMM Yy NEPIOANYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neKu.
5. AMBPOKCONy MOPOLLIOK ToBapucTBo 3 YkpaiHa LWinna Megikepe IHAis nepepeecTpauisi Ha HeOOMEXeHN TEPMIH. - He UA/14236/01/01
rigrpoxnoprung KpucTanivyHui 06MEeXeHO Nimiteq nionsizae
(cybeTaHuin) y BiANoBiAabHI
nakeTax CTIO
noABIHNX "[ocnigHnii
nonieTMNeHoBux 3aBof,
ans "rHyact
hapmaueBTUYHO
o 3aCTOCyBaHHSA
6. APANET Tabnetkn, Bkputi | AnsoreH IMNKo | Jlrokcemby F'eHechapm CA Ipeuis MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. 3a He UA/13659/01/01
NNiBKOBOIO C.ap.n. pr 3MiHu wopao 6e3nekn/edekTUBHOCTI Ta peyenmom niossieae
060/10HKOI0, NO chapmakoHarnsgy. 3MiHN y KOPOTKili XapakTepucTui
2,5 wr, no 10 NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
TabneTtok y AN MeAnYHOro 3acTocyBaHHA
6nictepi; no 3 reHepuyHUX/ribpuaHMX/6ionoaibHNX Nikapcbknx 3acobis
6nictepn y nauui nicns BHECEHHS TiEl camoi 3MiHN Ha pedhepeHTHUI
3 KapTOHY npenapar (3mMiHa He NoTpebye HafaHHSA XOLHUX HOBMX
[04AaTKOBUX AaHnX) - 3MiHW BHECEHI A0 IHCTPYKLi Y
po3ginu "dapmakosioriyHi BlacTMBOCTI",
"MpoTunokasaHHa", "MepenosyBaHHs", "No6ivHI peakuii”
BiANOBIAHO A0 iHhopMmaL,i pedhepeHTHOro Nnikapcbkoro
3acoby (PEMAPA®, TabneTku, BKPUTI NAIBKOBOIO
060/10HKOI0, NO 2,5 Mr).
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iNCHEeHHS
hapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'S YKpaiHu Big, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM 34,0P0B’S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ifHO 3i CTpOKamu, 3a3HaYeHNMM y NePioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3neku.
7. ALUETUNCANIUN | Tabnetkn no 500 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWI TepMiH. 3MiHK | TUNY 6e3 niosnsieae UA/10133/01/01
NNOBA KUCNOTA | wr, no 10 "TexHonor" "TexHonor" - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta peyenma
TabneTtok y thapmakoHarnagy. 3MiHa y KOPOTKiil xapakTepucTumLi




n/n

Hassa
JNliKapCcbKO20
3acoby

dopma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknavys
aHHs

Homep
peecmpayjiliHo
20
nocsioYeHHs

10 TabneTtok y
6nictepi; no 1
6nictepy B nauui

4N MeVYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acToCcyBaHHSA NMikapCbKoro
3acoby B micnsipeecTpaviliiHvii nepiod, abo sk pesynbTtar
OLjiHKM 3BITY 3 AOC/IMKEHb, NPOBEAEHUX BIAMNOBIAHO A0
nnaHy negiatpnyHux gocnimpkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM OPraHoM)
3MiHV BHECeHI [0 IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"®apmakonoriyHi BnactueocTi" (iHhopmavis woao
6e3neku), "MNMokaszaHHA" (BUTyYEHHS NoKasaHb: "60M10 y
ropsi, 3yMOB/IEHOrO 3aCTy0l0; a/flbrogncMeHopel; 6010
y M'si3ax; NOMipHOro 60710, 3yMOB/IEHOTO apTpuToM™),
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHSA y nepios,
BariTHOCTi abo rogyBaHHs rpyaat”, "MNepenosysaHHs",
"Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBMEHOI iHchopMmaLi 3
6e3nekun 4ityoi pevyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iACHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTumuii Ykpainu 19 rpyansa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3iHO 3i CTPOKamu, 3a3HavYeHNMM y NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

BETACEPK®

Tabnetkun no 24
mr; no 10
TabneTok y
6nictepi; no 1
abo 5 6nicTepis
Y KapTOHHiIl
ynakosLi; no 20
TabneTok y
6nictepi, no 1, 3
abo 5 6nictepis
Y KapPTOHHiIl
ynakosLi; no 25
TabneTok y
6nictepi; no 2
abo 4 6nictepun

A660TT
Xenckea
Mpopaxrtc B.B.

HigepnaH
an

MaiinaH
Nab6opaTtopis
CAC

PpaHuis

MepepeecTpauis Ha HeOGMEXEHUIA TEPMIH
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
[ANA MeAnYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMMN
OaHVMU 3 AKOCTI, AOKMIHIYHUMU, KNIHIYHUMY AaHUMK Ta
AaHvMK 3 chapmakoHarnsagy - 3MiH1 BHECEHO 0
IHCTPYKUIT NS MEeAMYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby Ao po3sginy "Cnocib 3actocyBaHHs Ta fo3n"
(BopaBaHHA 6e3neky 3acTOCyBaHHS) BiANOBIAHO A0
mMartepianis peecTpawiiHoro 4OChE.

MepiognyHICTb NOAaHHA PerynsipHO OHOB/HOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepKEHOT0 HaKa3om

3a
peyenmom

He
nionsiecae

UA/0489/01/03




Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
B KapTOHHIl MiHicTepcTBa OXOpOHW 340POB’A YKpaiHu Big, 27 rpyaHs
ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTPOKamu, 3a3HavYeHMM y NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
9. BETACEPK® Tabnetkn no 8 A660TT HigepnaH MaiinaH PpaHuis MepepeecTpauis Ha HeOBMEXEHUIA TEPMIH 3a He UA/0489/01/01
mr; no 15 Xenckea on Nab6opaTtopis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom niosnsiecae
TabneTok y Mpopaktc b.B. CAC thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTuui
6nictepi; no 2 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
6nictepu B [ANA MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMMN
KapTOHHIi OaHVMU 3 AKOCTI, AOKMIHIYHUMU, KNIHIYHUMY AaHUMK Ta
ynakosLi; no 30 JaHuMu 3 dhapMakoHarnsgy - 3MiHu BHeCeHo A0
TabneTok y IHCTPYKUiT NS MEeAMYHOro 3aCTOCYBaHHS MiKapCbKoro
6nictepi; no 1 3acoby Ao po3sginy "Cnocib 3actocyBaHHs Ta fo3n"
6nictepy B (BopaBaHHA 6e3neky 3acTOCyBaHHS) BiANOBIAHO A0
KapTOHHI mMartepianis peecTpawiiHoro 4OChE.
ynakosLi; no 25
TabneTok y MepiognyHICTb NOAAHHA PErynsipHO OHOBJIKOBAHOIO 3BITY
6nictepi; no 4 3 6e3neku BiAnoBigHO A0 Mopaaky 34iACHEHHS
6nictepu B chapmakoHarnsgy, 3aTBepiKeHOr0 Haka3om
KapTOHHIl MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa
ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU y NepiofnYHOCTI
noflaHHA perynsipHunX 3BiTiB 3 6e3neku.
10. BETACEPK® Tabnetkn no 16 A660TT HigepnaH MaiinaH dpaHuis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/0489/01/02
mr; no 15 a6o no Xenckea on JNlabopaTtopis 3MiHu woao 6e3nekn/edeKTUBHOCTI Ta peyenmom niossieae
21 Tabnetujy Mpopaktc 6.B. CAC chapmakoHarnsgy. 3MiHW y KOPOTKili XapakTepucTuLi

6nictepi; no 2
6nictepu B
KapTOHHIi
ynakoBLi; no 20
TabneTok y
6nictepi; no 3
6nictepn B
KapTOHHIl
ynakoBLi

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
[ANs MeAnYHOro 3acTOCYyBaHHS y 3B’SI3KY i3 HOBUMM
JaHVMK 3 SKOCTI, AOKNIHIYHUMMU, KAIHIYHUMK AaHMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUiT AN MEeAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3ainy "Cnocib 3acTocyBaHHA Ta f03uK"
(mopgaBaHHA 6e3neky 3acTOCyBaHHS) BiANOBIgHO A0
marepianiB peecTpauiiHoro JOChbeE.

MepiognyHiCTb NOAAHHA PErysispHO OHOBJIIOBAHOTO 3BITY
3 6e3neku BianoBigHO A0 Mopsaky 3ailiCHEHHS
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
chapmakoHarnsgy, 3aTBepAKeHOro Haka3om
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTEpCTBI
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHiCTepcTBa OXOPOHU 340P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKaMu, 3a3HaYeHNMM Yy NEPIOANYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neKu.
11. BEHTO/TIIH™ aepo3osb ons nakcoCmitKn Benvka [nakco dpaHuis/ MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. 3a He UA/2563/01/01
EBOXANEP™ iHransuin, AiH Ekcnopt BputaHis Bennkom IcnaHis peyenmom niossieae
[o30BaHuii, 100 Nimitepq MpoAakLuH, MepioanyHICTb NOAAHHA PErynsipHO OHOBJIKOBAHOIO 3BITY
MKr/go3y; no 200 ®paHuis; 3 6e3neku BiAnoBigHO A0 Mopaaky 34iCHEHHS
03y 6anoHi; no nakco chapmakoHarnsgy, 3aTBepKEHOr0 HaKa3om
1 6anoHy B Bennkom C.A., MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa
KapTOHHIi Icnanis 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
KopooLi tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHiCTepcTBa OXOpPOHU 340P0OB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU y NepiofnYHOCTI
noJaHHsA perynsipHunX 3BiTiB 3 6e3neku.
12. BEHTO/TIIH™ pO34MH ons nakcoCmitKn Benvka AcneH bag, HimeuumnH MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. 3a He UA/1798/01/01
HEBY/N iHransuin, 2,5 AH Ekcnopt BputaHis Onpecno Mm6X a MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY peyenmom niossieae
Mr/2,5 mn; no Nimiten 3 6e3neku BiANOBIAHO [0 MopsAaKy 34iACHEHHS
2,5 mMn y Hebyni; chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
no 10 Hebyny MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Bif, 27 rpyaHa
nakeTuky 3 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
a/TIOMiHIEBOT tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
donbru; no 4 (Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
nakeTuka B YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
KapTOHHI 3riHO 3i CTpOKamu, 3a3HA4YEHUMU Yy NepPioANYHOCTI
ynakoBLii NnoflaHHA PerynsipHnX 3BiTiB 3 6e3MNeKu.
13. BIKC AKTUB cupon, no 30 mn MpokTep eHp, LBeliuapi MpokTep eHg, HimeuunH MepepeecTpaLlisi Ha HEOOMEXEHWI TEPMIH 6e3 nionseae | UA/13502/01/01
MEAIHANT a6o no 90 mn, Fem6n A Fem6n a 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta peyenma
a6o no 100 mn, IHTEepHeLHN MaHyekuypiHr thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
a6o no 120 mn, OnepefiieHs mM6X NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
a6o no 180 mn, C.A. 4N MeV4YHOro 3aCTOCYBaHHA Ha NiACTaBi perynspHo

a6o no 240 mny
naawui; no 1
NAAWLUi pasom 3
MipHUM
CTakaH4MKOM y
Kopoo6Ui

OHOBJIHOBAHOrO 3BITYy 3 6e3Mnekn nikapcbkoro 3acoby, abo
[OChifpKeHb 3 6e3Mnekn 3acToCyBaHHS /liKapCbKOro
3acoby B micnsipeecTpaviliiHvii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BIAMNOBIAHO A0
nnaHy negiatpuyHux gocnigpkenb (PIP) (iHLWi 3MiHK) -
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3fainis
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n/n

Hassa
JNliKapCcbKO20
3acoby

dopma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknavys
aHHs

Homep
peecmpayjiliHo
20
nocsioYeHHs

"apmakonoriyHi BnactmBocTi"(yToO4HeHHS iHchopmawii ),
"MpoTunokasaHHa", "B3aeMogia 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog, BaritTHOCTi Ta
rofyBaHHs rpyaat"(yTouHeHHs iHdpopmal,i ), "3aaTHicTb
BN/MBaTW Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBTOTpaHCMOpPTOM abo iHWMMKN MexaHismamu',
"Mepepo3yBaHHA", "M06IYHI peakuii "BigNoBIAHO A0
OHOBEHOT iHGhopMaLlii 3 6e3nekn 4ilounX PeYOBUH Ta
Marepianis peecTpauifiHoro AOChE.

MepioanyHICTb NOA4AHHS PErYNSiPHO OHOBJIHOBAHOIO 3BITY
3 6e3neku BignoBigHO Ao Mopaaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepAKeHoro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuji Hakasy MiHicTepcTBa OXOPOHU 34,0pOB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU Yy NepioANYHOCTI
NnoJaHHsA perynsipHunX 3BiTiB 3 6e3neku.

14.

FTEMOTPAH®

PO34nH A4ns
iH'ekyjn, 50
mr/mn, no 5 mn B
amnyni; no 5
amnyny
6nictepi; no 1
abo 2 6nictepn
B nauuj 3
KapToHy

MAT "dapmak”

YkpaiHa

MAT "dapmak”

Ykpaina

MepepeecTpavis Ha 5 pokiB.
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii
AN MeAMYHOro 3acToCyBaHHsA
reHepuyHuX/ribpuaHMx/6ionoaibHNX Nikapcbk1x 3acobis
nicns BHECEHHS Tiel camoi 3MiHM Ha pedhepeHTHUI
npenapar (3mMiHa He NOTpebye HafaHHSA XOLHUX HOBMX
[0AAaTKOBUX AaHWX) - 3MiHWN BHECEHI A0 iHCTPYKLiT Y
po3ain "MokasaHHA", a TakoX y po3ginu:
"®apmakonoriyHi BnactneocTi”, "MpoTunokasaHHsa",
"B3aemogisa 3 iHWVMU nikapcbkuMu 3acob6amu Ta iHLwi
BMAW B3aemogiin”, "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyAaA0”, "3aaTHiCTb BIIMBATY Ha LWBWMAKICTL peakLii npy
KepyBaHHI aBTOTPaHCNOPTOM ab0 iHWMMKN MeXaHi3mamn',
"Cnoci6 3acTocyBaHHsA Ta fo3un", "OiTn" (yTOUHEHHS),
"Mepepno3yBaHHA", "M0o6IYHI peakui”, ogaHo po3ain
"HecymMicHicTb" BignoBigHO A0 iHdhopmMaui
pedyepeHTHOro /likapcbkoro 3acoby (LimknokanpoH®,
po3unH A8 iH'ekuiin , 50 mr/mn, 100 mr/mn, B YkpaiHi He
3apPEECTPOBAHWIA).

3a
peyenmom

He
nionsizae

UA/13975/01/01
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Hassa

3asaBHUK

dopma Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
MepiognyHICTb NOAaHHA PerynsipHO OHOB/IHOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAKeHOro Haka3om
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Bif, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTpOKaMu, 3a3HaYeHNMM Y NEPIOANYHOCTI
NnoflaHHA perynsipHuX 3BiTiB 3 6e3neKu.
15. FTEMOTPAH® pO34rH ons MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa MepepeecTpavis Ha 5 pokiB. 3a He UA/13975/01/02
iH'eku;nn, 100 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsizae

Mmr/mn, no 5 mn
abo no 10 mn B
amnyni; no 5
amnyny
6nictepi; no 1
abo 2 6nictepn
B nauuj 3
KapToHy

thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
AN MeAnYHOro 3acToCyBaHHA
reHepuyHNX/ribpuaHNX/6ionoAibHMX NikapCcbkMx 3ac06iB
nicns BHeCeHHs Tiel camoi 3MiHU Ha pedhepeHTHUI
npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBUX
[04aTKOBUX AaHnX) - 3MiHU BHECEHI 0 IHCTPYKLUIT Y
po3ain "MokasaHHA", a TaKoX y po34inu:
"apmakonoriyHi BnactnsocTi”, "MpoTunokasaHHA",
"B3aemogis 3 iHWMM NiKkapCbKUMK 3acobamm Ta iHLLi
BMAM B3aemogiin”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepioj BariTHoCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBATK Ha LIBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMoOpTOM abo iHWMMKN MexaHismamu',
"Cnoci6 3acTocyBaHHS Ta fo3un", "Oitn" (YTOUHEHHS),
"Mepepno3yBaHHA", "Mo6IYHI peakuii”, ogaHo po3ain
"HecymicHicTb" BignoBigHo Ao iHdhopmauii
pedhepeHTHOro fnikapcbkoro 3acoby (LuknokanpoH®,
pO34uH ANs iH'ekwuiin , 50 mr/mn, 100 mr/mn, B YkpaiHi He
3apeecTpoBaHuif).

MepiognyHICTb NOAaHHA PerynsipHO OHOB/THOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i cTpoKamm, 3a3Ha4eHUMK Y NepPioANYHOCTI
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
16. FENAPVH NOPOLLIOK MPAT YkpaiHa LoHDKIHT Kutaii MepepeecTpauis Ha HeOGMEXEHUIA TEPMIH - He UA/14059/01/01
HATPIIO (cybeTaHuis) y "®ITOPAPM" TiangoHr nionisicae
noABiliHMX PapmacboTiKau
naketax 3 n/iBku Ko., Nita
nonieTnneHoBsol
ans
hapmaLeBTUUYHO
o 3aCTOCYBaHHs
17. rPUNOUNTPOH cnpeit ans ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpauisi Ha HEOOMEXEHW TepMiH. 3MiHK | TUNY 6e3 niossieae UA/11005/01/01
noep poTtoBoi 06MEXEHO 06MmexXeHo - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta peuyenma
NOPOXHWHK NO BiANOBiAA/IbHI BiANOBIAA/IbHICT hapmakoHarnsgy. 3mMiHu y KOpoTKiili XxapaKTepucTuLi
30 mn y 6anoHi, CTIO 10 nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
3a6e3neyeHnm "®GapmaueBTn "®apmaueBTUYH AN MenyHOro 3acTocyBaHHsA
KnanaHom- YHa a reHepuUHMX/ribpMaHNX/6ionoAiGHMX MiKapCbKMX 3ac06iB
Hacocom, KoMnaHis "310 KoMnaHis "3g0p nicns BHECEHHS Tiel camoi 3MiHU Ha pedhepeHTHUI
HacafKoto- pos'a" oB'A" npenapar (3MiHa He NoTpebye HafaHHA XOAHUX HOBUX
posnuaBayYemM [04aTKOBMX AaHWX) 3MiHU BHECEHO [0 iHCTPYKLiTy
Ta 3aXUCHUM po3zin "MokasaHHA", a TakoX y po3ginu:
KoBMaykom; no 1 "MpoTunokasaxHa", "B3aemogis 3 iHWMMU NiKapCbKuMu
6asioHy B 3acobamu Ta iHWi BuAy B3aemogiii”, "OcobamBocCTi
KapTOHHIi 3acTocyBaHHs","Cnoci6 3acTocyBaHHsA Ta fo3m”,
Kopoo6ULi "MepeposysaHHsa", "Mob6iyHI peakuii 3rigHo 3
iHchopmaui€eto WwoA0 MegMYHOro 3acToCcyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (MNBAMEKC, cnpeii
[ONA pOTOBOI NOPOXHUHM).
MepiognyHICTb NOAAHHA PerynsipHO OHOB/IHOBAHOIO 3BITY
3 6e3neku BiANOBIAHO [0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Bif, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HAYEHUMU Yy NepPioANYHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
18. FYTTATAKC® Kpanni, 7,5 TOB "CaHodi- YkpaiHa IcTiTyTO AIE ITanisa MepepeecTpallisi Ha HEOBMEXEHNI TEPMIH 6e3 He UA/0832/01/01
MIKOCYNb®AT mr/ma no 15 mn ABeHTIC Anxeni C.p.n. 3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta peyenma niosisicae
a6o 30 mny YkpaiHa" thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
hnakoHi; no 1 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
ch/1akoHy y AN MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMMU

KapTOHHIi

[aHUMW 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHAMUW faHUMK Ta
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n/n

Hassa
JNliKapCcbKO20
3acoby

dopma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknavys
aHHs

Homep
peecmpayjiliHo
20
nocsioYeHHs

Kopoo6Li

JaHuMu 3 dhapmakoHarnifgy - 3MiHu BHeCEHO A0
IHCTPYKLT AN MeAMYHOro 3acTOCYBaHHSA NikapCbKoro
3acoby A0 po3ginis "d®apmakonoriyHi BiacTuBocTi”,
"MpoTunokasaHHsa", "OcobnmBocCTi 3acTocyBaHHsA",
3acTocyBaHHA y nepiog BariTHOCTI Ta rofyBaHHs
rpyaat”, " Cnocib 3actocyBaHHs Ta gosn ", " Aitn" Ta
"Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBMEHOI iHchopMmaLi 3
6e3nekn 3acToCyBaHHA [il0UMX PEYOBUH.
MepioanyHICTb NO4AHHS PErYNSIPHO OHOBJIIOBAHOIO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuji Hakasy MiHicTepcTBa OXOPOHU 34,0pOB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU Yy NepioANYHOCTI
NnoJaHHsA perynsipHunX 3BiTiB 3 6e3neku.

19.

JNEMO-MEAPON

cycneHsis gns
iH'ekyjn, 40
mr/mn, no 1 mny
dhnakoHi, no 1
dhnakoHy B
KapTOHHIi
KopooLi

Mdpaiizep IHk.

CLWA

Mdpaiizep
MeHtodekuypuH
r benbria HB

Benbria

MepepeecTpauisi Ha HEOOMEXEHW TepMiH. 3MiHK | TUNY
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
01151 MEAUYHOTO 3aCTOCYBaHHS Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3Mnekn nikapcbKoro 3acoby, abo
pocnifmxeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnspeecTpaviliHnii nepios, abo sk pesynbTtar
OLiHKY 3BITY 3 AOC/if)KEHb, MPOBEAEHUX BifMOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3mMiHy
Y3rO[)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM OPraHoMm)
3MiHM BHECEHO [0 IHCTPYKUiT NS MeAUYHOro
3acToCyBaHHSA NiKapcbkoro 3acoby y po3gain
"Oco61BOCTI 3aCTOCYBaHHA" LWOAO0 6e3neku
[OMOMDKHNX PEYOBWUH.

MepiognyHICTb NOAaHHA PerynsipHO OHOB/THOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i cTpoKamm, 3a3Ha4eHUMK Y NepPioANYHOCTI

3a
peyenmom

He
nionsizae

UA/10030/01/01
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
20. ODEPMOBENT™ Kpem 0,05 %; no | nakcoCmitKn Benuka nakcoCmiTKns Monbua MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1600/02/01
251y Ty6i, no 1 AinH EkcnopT BpuTtaHis H peyenmom nionisicae
Ty6i B KAPTOHHIA Nimitep PapmacboTuKas MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
ynakoBLii 3C.A 3 6e3neku BignoBigHO Ao Mopaaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcCTBi
tocTumuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTPOKamu, 3a3HaYeHMM y NepioANYHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
21. ANCMNOPT® MOPOLLIOK A5 INCEH PpaHLis INCEH Benuka MepepeecTpauis Ha 5 pokis 3a He UA/13719/01/02
PO34MHYy aNns PAPMA BIO®APM BpuTaHis peyenmom niossiecae
iH ekuii no 300 NIMITEL MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
Of; 1 cpnakoH 3 3 6e3neku BiANOBIAHO [0 MopsAaKY 34iNCHEHHS
MOPOLLKOM Y chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
KapTOHHIl MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Big, 27 rpyaHsa
Kopoo6ULi 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTEpCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HAYEHUMU Y NepPioANYHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
22. ANCMNOPT® MOPOLLIOK AN INCEH PpaHLin INCEH Benuka MepepeecTpauis Ha 5 pokis. 3a He UA/13719/01/01
pO34nHy Ans PAPMA BIO®APM BputaHis peyenmom niosisi2ae
iH ekuii no 500 NIMITEL MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
Of; 1 chnakoH 3 3 6e3neku BiANOBIAHO [0 MopsAaKY 34iACHEHHS
MOPOLLKOM Y chapmakoHarnsgy, 3aTBepiKeHOro Hakasom
KapTOHHIl MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Big, 27 rpyaHsa
Kopoo6ui 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTEpCTBI
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3Ha4YeHNMM y NePiIOANYHOCTI
noJlaHHA perynsipHuX 3BiTiB 3 6e3neKu.
23. KAPBOLIMCTEIH | nopotuok MpAT YkpaiHa BpetarHe Yimie ®paHuisa MepepeecTpauis Ha HeO6MeXeHUi TEpMIH - He UA/10552/01/01
KpucTaniyHui "TexHonor" ®diHe (BCO) niosisi2ae

(cybeTaHuin) B
noABIliHMX
MiLLIKax
nonieTMNeHoBUxX
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
ans
hapmaLeBTUYHO
ro 3aCTOCYBaHHs
24, KNOTPUMA3ON NOpPOLLOK MNAT Ykpaina OnoH C.n.A. ITania MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH. - He UA/1040/01/01
(cybeTaHuin) y "Kuismegnpen nionsicae
naketax apat”
noABIHNX
nonieTnNeHoBux
ans
BMPOGHMLITBA
HecTepubHNX
NiKapCbKnX
copm
25. KNOTPUMA3ON Kpem 1 %; no 20 | MnakcoCmitKn Benuvka nakcoCmiTKns Monbuia MepepeecTpaLisi Ha HEOBMEXEHUIA TEPMIH. 6e3 nionsiecae UA/2564/02/01
ryTy6i;nol SH EkcnopTt BpwuTaHis H peuyenma
Ty6i B KAPTOHHIA Nimitepn PapmacboTuKas MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
Kopoo6Li 3C.A. 3 6e3neku BiANOBIAHO [0 MopsAaKY 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Big, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HAYEHUMU Y NepPioANYHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
26. KCUMOrAMA® Tabnetku no 20 Bbopsar HimewunH | ApTesaH d®apma | HimeuyumH MepepeecTpauisi Ha HEOBMEXEHWI TEPMiH. 3MiHK | TUNY 3a He UA/6557/01/02
mr, no 10 dapma N'v6X i a v6X i Ko. KI a - 3MiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta peyenmom niosisi2ae
Tabnetok y Ko. KI thapmakoHarnagy. BeegeHHs abo 3miHM fo

6nictepi; no 3
abo no 5, abo
no 10 6nictepis
Y KapTOHHii
Kopoo6Li

y3araslbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO CUCTeMy
thapmakoHarnsgy, aMmiHa ynoBHoOBaXeHoI ocobu,
BiANOBIAANLHOI 3a 3AiiCHEHHSs hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 thapmakoHarnagy 3asBHvKa Ans
3pjificHeHHs1 hapMakoHarnsay B YKpaiHi, AKLL0 BOHA
BifIMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariaay (BKIKYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
cucTemu chapmakoHarnagy) fliroya pefakuisi: KOHTakTHa
ocoba ynoBHOBaXKeHOT 0cobu 3 chapmakoHarnsgy -
Tapa6aHosa B. 1. MponoHoBaHa peaakLis: KOHTaKTHa
ocoba ynoBHOBaXKeHOT 0cobu 3 chapmakoHarnagy -
CTpenkoBa EBreHis OnekcaHApiBHa. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0co6u
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n/n

Hassa
JNliKapCcbKO20
3acoby

dopma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknavys
aHHs

Homep
peecmpayjiliHo
20
nocsioYeHHs

3MiHn |l Tuny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnaay. 3MiH1 y KOPOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
AN MeAMNYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMM, KAIHIYHAMUW faHuMu Ta
AaHvMn 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKLT AN MeANYHOro 3acTOCYBaHHA NiKapCbKoro
3acoby [0 po3ainis "B3aemMogis 3 iHLWMMU NiKapCbKMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3actocyBaHHs", "Mob6iyHi peakwji " BiaNoBigHO A0
marepianiB peecTpaLiiHoro 10CheE.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iACHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKamu, 3a3Ha4YeHNMM y NePIOANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

27.

KCUMOrAMA®

Tabnetkun no 40
mr no 10
TabneTok y
6nictepi; no 3
abo no 5, abo
no 10 6nictepis
Y KapPTOHHil
Kopoo6ui

Bbopsar
dapma M'v6X i
Ko. KI

HimeyuuH
a

ApTtesaH dapma
v6X i Ko. KI

HimeyunH
a

MepepeecTpauisi Ha HEOOMEXEHWI TePMiH. 3MiHK | TUNY
- 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHn o
y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiANOBiAANbLHOI 3a 3filicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHvKa Ans
3pjificHeHHs hapmakoHarnsay B YkpaiHi, SKL0 BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3fjicHeHHs hapmakoHarnsagy (BKIHOYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
cuctemn dhapmakoHarnsgy) Airoya pefakuisi: KOHTakTHa
ocoba ynoBHOBaXKeHOT 0cobu 3 chapmakoHarnsgy -
Tapa6aHosa B. 1. MponoHoBaHa peaakLis: KOHTaKTHa
ocoba ynoBHOBaXXeHOi 0cobu 3 hapmakoHarnsgy -
CTpenkoBa EBreHia OnekcaHgpiBHa. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOT 0co6u
3MiHu 1l TUny - 3MiHK Woa0 6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
NiKapCbKOro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT

3a
peyenmom

He
niosnsiecae

UA/6557/01/03
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n/n

Hassa
JNliKapCcbKO20
3acoby

dopma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknavys
aHHs

Homep
peecmpayjiliHo
20
nocsioYeHHs

AN MeANYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHAMUW faHuMu Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKLT AN MeAUYHOro 3acTOCYBaHHA NiKapCbKoro
3acoby [0 po3ainis "B3aemMogis 3 iHLWMMU NiKkapCbKMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3actocyBaHHs", "Mob6iyHi peakwji " BiaNoBigHO A0
marepianiB peecTpaLiiHoro 10ChbeE.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3iHO 3i CTPOKamu, 3a3HavYeHNMM y NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

28.

KCUMOrAMA®

Tabnetkun no 10
mr, no 10
TabneTok y
6nictepi; no 3
abo no 5, abo
no 10 6nictepis
Y KapPTOHHil
Kopoo6ui

Bbopsar
®apma M'v6X i
Ko. KI

HimeyuuH
a

ApTtesaH dapma
v6X i Ko. KI

HimeyunH
a

MepepeecTpadisi Ha HEOOMEXEHWI TePMiH. 3MiHK | TUNY
- 3MiHK Woao 6esnekn/edhekTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHn o
y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiANOBiAANbLHOI 3a 3filicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHvKa ons
3pjificHeHHs hapmakoHarnsay B YkpaiHi, SKL0 BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBigansHOI 3a
3fjicHeHHs hapmakoHarnsagy (BKIHOYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
cuctemn chapMmakoHarnsgy) Airoya pefakuis: KOHTakTHa
ocoba ynoBHOBaXKeHOT 0cobu 3 chapmakoHarnsgy -
Tapa6aHosa B. 1. MponoHoBaHa peaakLis: KOHTaKTHa
ocoba ynoBHOBaXXeHOi 0cobu 3 hapmakoHarnsgy -
CTpenkoBa EBreHia OnekcaHgpiBHa. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOT 0co6u
3MiHu 1l TUny - 3MiHK Woao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
ANA MeiYHOro 3aCTOCYBaHHS Y 3B’I3KY i3 HOBUMM
JaHVMK 3 SKOCTi, AOKNIHIYHUMW, KAIHIYHUMW AaHMK Ta
OaHVMK 3 dpapmakoHarnsaay - 3MiHM BHECEHO A0

3a
peyenmom

He
nionsiecae

UA/6557/01/01
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
IHCTPYKLT AN MeANYHOro 3acTOCYBaHHA NiKapCbKoro
3acoby [0 po3ainis "B3aemMogis 3 iHLWMMU NiKapCbKMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3actocyBaHHs", "Mob6iyHi peakuji " BiaNoBigHO A0
marepianiB peecTpaLiiHoro 10ChbeE.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOrO 3BITY
3 6e3neku BianoBigHo Ao Mopaaky 34iACHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTPOKamu, 3a3HavYeHNMM y NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
29. NA®PEPOBIOH® niocpinizat ans TOB "$3 YkpaiHa TOB "$3 YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13720/01/01
pO3unHy ans "BIO®APMA" "BIO®PAPMA" peyenmom nionsicae
iH'ekyin 1 000 MepioAnyHICTb NOAAHHA PErynsipHO OHOBJIKOBAHOIO 3BITY
000 MO; no 5 3 6e3neku BignoBigHo Ao Mopaaky 34iCHEeHHS
thnakoHiB hapmakoHarnsgy, 3aTBepAXeHOro Hakasom
niocpinizata 'y MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Bif, 27 rpyaHa
6nictepi; no 2 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
6nictepu y nauui tocTumuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
3 KapToHy; no 5 (y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
amnyn Ykpaiuu Bifg 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
niogpinizata 'y 3i4HO 3i CTPOKamu, 3a3HaYeHMM y NepioANYHOCTI
6nictepi; no 1 NoAaHHs perynsipHrX 3BiTiB 3 6e3neku.
abo 2 6nictepun
y nauui 3
KapTOHY; Nno 5
amnyn
niocpinizata Ta
no 5 amnyn
PO34MHHKKA NO
2 mn (Boga s
iH'ekyin) y
6nictepi; no 1
abo no 2
6nictepun y nauui
3 KapTOHY
30. NAPEPOBIOH® niocpinizat ans TOB "$3 YKkpaina TOB "$3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. 3a He UA/13720/01/02
PO34YMHY Ans "BIOPAPMA" "BIO®PAPMA" peyernmom nionsizae
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1

ynakoska)

iH'ekyin 3 000 MepioanyHicTb NOAAHHSA PErysispHO OHOBJIIOBAHOTO 3BITY

000 MO; no 5 3 6e3neku BianoBigHO Ao Mopaaky 34iNCHEHHS

hnakoHiB thapmakoHarnsgy, 3aTBepAXeHOro Hakasom

niogpinizata y MiHicTepcTBa OXOpOHW 340POB’A YKpaiHu Big, 27 rpyaHs

6nictepi; no 2 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI

6nictepu y nauui tocTumuii Ykpainu 19 rpyansa 2016 poky 3a Ne 1649/29779

3 KapTOHy; Mo 5 (y pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB’SA

amnyn Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:

nioghinizata 'y 3iHO 3i CTPOKamu, 3a3HavYeHNMM y NepPioANYHOCTI

6nictepi; no 1 NoAaHHsA perynspHyX 3BiTiB 3 6e3neku.

abo 2 6nictepu

y nauui 3

KapTOHY; No 5

amnyn

niocpinizata Ta

no 5 amnyn

PO34MHHYMKA NO

2 mn (Boga gnis

iH'ekyin) y

6nictepi; no 1

abo no 2

6nictepu y nauui

3 KapTOHY

31. NAPEPOBIOH® niocpinisat ans TOB "3 Ykpaina TOB "$3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHWUA TEPMIH. 3a He UA/13720/01/04

PO3UnHYy AN "BIO®APMA" "BIO®APMA" peyenmom niossieae

iH'ekuin 6 000 MepiognyHICTb NOAAHHA PErynsipHO OHOBJIKOBAHOIO 3BITY

000 MO; no 5 3 6e3neku BiAnoBigHO A0 Mopaaky 34iCHEHHS

chnakoHiB chapmakoHarnsgy, 3aTBepiKeHOr0 HaKa3om

niocpinizata Ta MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa

no 5 amnyn 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI

PO34MHHYKKA NO
2 mn (Boga anis
iH'ekuin) y
6nictepi; no 1
6nictepy y nauui
3 KapTOHY; No 5
amnyn
niocpinizata Ta
no 5 amnyn
PO34MHHYKKA NO
2 mn (Boga anis
iH'ekuin) y
6nictepi; no 1

tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKaMu, 3a3Ha4eHUMU y NepiofnYHOCTI
noJaHHA perynsipHuX 3BiTiB 3 6e3neku.
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n/n

Hassa
JNliKapCcbKO20
3acoby

dopma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknavys
aHHs

Homep
peecmpayjiliHo
20
nocsioYeHHs

6nictepy y nauui
3 KapTOHY; Nno 5
amnyn
niogpinizata y
6nictepi; no 1
6nictepy y nauui
3 KAPTOHY

32.

NADPEPOBIOH®

niocpinizat ans
pO3unHy ans
iH'ekuin 18 000
000 MO; no 1
dnakoHy
niocpinizata Ta
no 1 amnyni
PO34YMHHKKA NO
2 mn (Boga gns
iH'ekyjin) y
6nictepi; no 1
6nictepy y nauui
3 KapToHy; no 1
amnyni
niocpinizata Ta
no 1 amnyni
PO34YMHHKKa NO
2 mn (Boga gns
iH'ekyjin) y
6nictepi; no 1
6nictepy y nauui
3 KapToHy; no 1
amnyni
niocpinizata 'y
6nictepi; no 1
6nictepy y nauui
3 KapPTOHY

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.

MepiognyHiCTL NOAAHHA PerysIspHO OHOBJIIOBAHOTO 3BITY
3 6e3neku BignoBigHO Ao Mopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3i4HO 3i CTPOKamu, 3a3HaYeHMM y NepioANYHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
niosnsiecae

UA/13720/01/06

33.

MEMAHTUHY
rIAPOX/IOPU,

MOPOLLIOK
(cybeTaHuisn) y
nakertax
noABiNHNX
nonieTNIeHOBNX
ans
hapmaLeBTUYHO
o 3aCTOCYBaHHS

Uewmo 16epika,
C.A.

IcnaHis

IHaycTpiane
Kimika, C.P.J1.

ITanis

MepepeecTpavis Ha HeOGMEXEHUIA TEPMIH

He
niossiecae

UA/9720/01/01

34.

METAKOC®

KOHUeHTpart ans

MAT "dapmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

MepepeecTpadisi Ha HEOOMEXEHWI TepMiH. 3MiHu | TUNY

3a

He

UA/13887/01/01
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
pO34uHy Ans (BUpPOGHMLTBO 3 - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom niosisieae
iHcpysiit, 4 mr/5 nakyBaHHs in thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
MaAno5mny bulk dhipmu- NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
chnakoHi; no 1 BMPOGHUKaA [ANs MeAMYHOro 3aCTOCYyBaHHSA Ha MiAcTaBi perynispHo
donakoHy y nauui Synthon OHOB/IOBAHOIO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
3 KapTOHY Hispania, S.L., [ocnigpkeHb 3 6e3nekn 3acTocyBaHHS NMikapCbKoro
Icnania Ha 3acoby B micnsipeecTpaviliiHvii nepiod, abo sk pesynbTtar
BMPOGHUYIi OLjiHKM 3BITY 3 AOC/IAKEHb, NPpOBEAEHUX BIAMNOBIAHO A0
AinbHUU nnaHy negiatpnyHux gocnigpkers (PIP) (3MiHy
Sothema, Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM OPraHoM)
Mapokko) 3MiHM BHECEHO [0 IHCTPYKLUIT 415 MeAUYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3fainis:
"B3aemogisa 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLWi
BMAM B3aemogiit”, "Ocob/IMBOCTi 3aCTOCYBaHHA",
"MepeposysaHHa", "MNo6ivHi peakuii” BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3nekn Aitoyoi Ta [ONOMIKHMX
peyoBVH Npenapary.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iACHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTumuii Ykpainu 19 rpyansa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3iHO 3i CTPOKamu, 3a3HavYeHNMM y NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
35. METOTPEKCAT Tabnetkun no 2,5 EBEBE AscTpis BUMYCK Cepii: AscTpis/ MepepeecTpallisi Ha HEOOMEXEHNI TEPMIH. 3a He UA/0513/01/01
"EBEBE" mr; no 50 dapma EBEBE dapma HimeuunH peyenmom nionisicae
TabneTok y lec.m.6.X. lec.m.6.X. Hdor. a MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
KOHTeliHepi; no 1 Hdpr. KI KI, ABCTpisi; 3 6e3neku BignoBigHO Ao Mopaaky 34iCHEHHS
KOHTEliHepy y BMPOGHMLTBO in hapmakoHarnsgy, 3aTBepAXeHOro Hakasom
KapTOHHIl bulk, ynakoBka, MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Bif, 27 rpyaHa
KopoobLi TEeCTYBaHHS: 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcCTBi
[aynt ®apma tocTumuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
Awmaper Mm6X, (Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
HimeyunHa,; Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
BUMYCK Cepii: 3i4HO 3i CTPOKamu, 3a3HaYeHMM y NepioANYHOCTI
CanoTac NoAaHHs perynsipHyX 3BiTiB 3 6e3neku.
dapma NvbX,
HimeuunHa
36. METOTPEKCAT Tabnetkn no 5 EBEBE ABCTpist BUMYCK cepii: AscTpisi/ [MepepeecTpallis Ha HEOGMEXEHWUIA TEPMIH. 3a He UA/0513/01/02
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
"EBEBE" mr; no 50 dapma EBEBE dapma HimeuunH peyenmom niosisieae
Tabnetok y Fec.m.6.X. Fec.m.6.X. Hdr. a MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
KOHTeliHepi; no 1 Hdpr. KI KI, ABCTpisi; 3 6e3neku BiAnoBigHO A0 Mopaaky 34iNCHEHHS
KOHTelHepy y BMPOOHMLTBO in chapmakoHarnsgy, 3aTBepAKeHOro Haka3om
KapTOHHIl bulk, ynakoBka, MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Bif, 27 rpyaHsa
Kopoo6ui TECTYBaHHS: 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
[aynt ®apma tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
Awmaper 'm6X, (Y pegakuii Hakasy MiHiCTepcTBa OXOPOHU 340P0B’A
HimeuunHa; YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
BUMYCK Cepii: 3ri4HO 3i CTpOKaMu, 3a3HaYeHNMM Y NEPIOANYHOCTI
CanoTtac NnoJaHHA perynsipHuX 3BiTiB 3 6e3neku.
dapma N'vbX,
HimeyunHa
37. METOTPEKCAT Tabnetkun no 10 EBEBE AscTpis BUMYCK Cepii: AscTpis/ MepepeecTpallisi Ha HEOOMEXEHNI TEPMIH. 3a He UA/0513/01/03
"EBEBE" mr; no 50 dapma EBEBE dapma HimeuunH peyenmom nionsi2ae
TabneTok y lec.m.6.X. lec.m.6.X. Hdor. a MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
KOHTeliHepi; no 1 Hdpr. KI KI, ABCTpis; 3 6e3neku BignoBigHO Ao Mopaaky 34iACHEHHS
KOHTEliHepy y BMPOGHMLTBO in hapmakoHarnsgy, 3aTBepAXeHOro Hakasom
KapTOHHIi bulk, ynakoBka, MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa
KopobLi TEeCTyBaHHS: 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
[aynt ®apma tocTumuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
Awmaper Mm6X, (Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
HimeyunHa,; Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
BUMYCK Cepii: 3ri4HO 3i CTPOKamu, 3a3HaYeHMM y NepioANYHOCTI
Canotac NoAaHHs perynsipHrX 3BiTiB 3 6e3neku.
dapma N'vbX,
HimeuunHa
38. MAKNITAKCEN- KOHUeHTpaT ans Mictpan AHrniA AkTasic ITanis ITanis MepepeecTpauisi Ha HEOOMEXEHWI TepMiH. 3MiHK | TUNY 3a He UA/13988/01/01
BICTA pPO3UmnHy Ansa Kenitan C.n.A. - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta peyenmom nionsiecae
iHdysilA, 6 Mr/Mn MeHemKMeHT hapmakoHarnsgy. 3miHu y KOpoTKiil XxapaKTepucTuLi
no 5 mn (30 mr) Nimitepn nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi

abo no 16,7 mn
(200 wmr), abo no
25 mn (150 wr),
abo no 43,33 mn
(260 wr), abo no
50 mn (300 mr) y
hnakoHi; no 1
chnakoHy B
KapTOHHIl
Kopoo6Li

ANA MeVYHOro 3acTOCyBaHHSA
reHepuUHMX/ribpuAHNX/6ioNoAiGHMX MiKapCbKMX 3ac06iB
nicns BHECEHHS Tiel camoi 3MiHW Ha pedhepeHTHUI
npenapar (3mMiHa He NOTpebye HafaHHSA XOLHUX HOBUX
004aTKOBMX AaHMX) 3MiHWM BHECEHI A0 IHCTPYKLUiT Y
po3ainu "®apmakonoriyHi BnactusocTi”, "MNokaszaHHA"
(yTouHeHHs), "MpoTunokasaHHs", "OcobnuBi 3axoan
6e3nekn”, "B3aemMogis 3 iHWMMK NiKapCbKumm 3acobamm
Ta iHWi BUAy B3aemogiii", "OcobmMBOCTi 3acToCyBaHHS",
"3acTocyBaHHsA y nepiof BariTHOCTi abo rofyBaHHs
rpyaare”, "Cnocié 3actocyBaHHs Ta fo3n", “MobivHi
peakuii”, fogaHo posgin "HecymicHicTb" BignoBigHoO A0
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
iHhopmauii pedhepeHTHOro nikapcbkoro 3acoby (Taxol,
concentrate for solution for infusion, 6 mg/ml, B YkpaiHi
He 3apeecTpoBaHuit).
MepiognyHICTb NOAaHHA PerynsipHO OHOB/IHOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTumuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTpOKaMu, 3a3HaYeHNMM Yy NEPIOANYHOCTI
NnoflaHHA perynsipHuX 3BiTiB 3 6e3neKu.
39. NMPEAHI3ONIOH KpuctanivyHui MpAT Ykpaina TianmknH Kuraii MepepeecTpauis Ha HeobMeXeHUii TepMiH - He UA/14311/01/01
NOpPOLLOK "apmaueBTu TiaHsi0 niossieae
(cybeTaHuis) y YHa thipma dapmac TuKa
nakeTax "fapHuus” ¢ Ko., Nta,.
noABIHNX
nonieTnNeHoBux
ans
hapmMaueBTUYHO
o 3aCTOCyBaHHSA
40. NMPEHECA® OPO | TabneTku, wo KPKA, a.4., CnoBeHia | BUpo6bHMUTBO "in | CnoBeHis MepepeecTpauisi Ha HEOOMEXEHWNA TePMiH. 3MiHK | TUNy 3a He UA/13691/01/01
TAB ancnepryTbes HoBo mecTo bulk", nepsuHHe - 3MiHK Woao0 6e3nekn/edekTMBHOCTI Ta peyenmom niossieae
B POTOBIiA Ta BTOPUHHE chapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui

NOPOXHWHI, Mo 4
mr, no 7
TabneTok y
6nictepi; no 4
abo no 8, abo
no 12 6nictepis
Y KapTOHHiIl
Kopo6ui; no 10
TabneTok y
6nictepi; no 3
a6bo no 5, abo
no 6, aéo no 9,
a6o no 10
6nictepiB y
KapTOHHIi
Kopoo6ui

nakyBaHHs,
KOHTPONb Ta
BUMYCK Cepii:
KPKA, 4.4.,
HoBo mecTo,
CnoseHis;
BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis;
KOHTPO/b Cepil:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
[ANs MeAnyYHOro 3acToCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoaibHNX Nikapcbknx 3acobis
nicns BHECEHHS TiEl camoi 3MiHN Ha pedhepeHTHUI
npenapar (3MiHa He NOTpebye HafaHHSA XOAHUX HOBUX
[0[aTKOBUX AaHWX) 3MiHN BHECEHI [0 IHCTPYKLTy
po3ginu "dapmakosioriyHi BlacTMBOCTI",
"MpoTunokasaHHa", "B3aeMogia 3 iHWKMMKN NiKapCbKUMu
3acobamu Ta iHWi BUAK B3aemogiit”, "OcobnunsocTi
3acTocyBaHHS", "3acToCcyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "34atHicTb BN/MBATU Ha LWBUAKICTb
peaxuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLUUMU
mMexaHismamn”, "Cnoci6 3acTocyBaHHs Ta gosun"
(peparyBaHHs), "Aitn" (yTOUHEHHs), "IM06ivHi peakuii”
BiANOBIAHO A0 iHhopMmaL,i pedhepeHTHOro NnikapcbKkoro
3aco6y (MPECTAPIYM® 4 mr MPECTAPIYM® 8 wr,
TabneTtkn, No 4 mr, no 8 mr).
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Hassa

dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
MepiognyHICTb NOAaHHA PerynsipHO OHOB/IHOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAKeHOro Haka3om
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Bif, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHiCTepcTBa OXOPOHU 340P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTpOKaMu, 3a3HaYeHNMM Y NEPIOANYHOCTI
NnoflaHHA perynsipHuX 3BiTiB 3 6e3neKu.
41. MPEHECA® OPO | TabneTku, wo KPKA, a.4., CnoBeHis | BUMPO6HULTBO "in | CnoBeHis MepepeecTpauis Ha He0OMeXeHWn TepMiH. 3MiHN | TUNY 3a He UA/13691/01/02
TAB OncnepryTbes HoBo mecTo bulk", nepsuHHe - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom niossieae
B POTOBIi Ta BTOPUHHE thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumui
MOPOXHWHI, N0 8 nakyBaHHs, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
mr, o 7 KOHTPO/b Ta AN MeAnYHOro 3acToCyBaHHA
TabneTok y BMNYCK cepil: reHepuyHNX/ribpuaHNX/6ionoAibHMX NikapCcbkMx 3ac06iB
6nictepi; no 4 KPKA, 4.4., nicns BHeCeHHs Tiel camoi 3MiHU Ha pedhepeHTHUI
a6o no 8, abo HoBo mecTo, npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBUX
no 12 6nictepis CnoseHis; [04aTKOBUX AaHMX) 3MiHW BHECEHI [0 IHCTPYKLIi y
Y KapPTOHHiIl BMPOGHMLTBO "in po3ginu "dapmakonoriyHi BnactTneocTi",
Kopo6ui; no 10 bulk", nepsuHHe "MpoTunokasaHHa", "B3aemogia 3 iHWKUMKN NiKapCbKUMu
TabneTok y Ta BTOPUHHE 3aco6amu Ta iHWi B1uAmM B3aemogiii", "Oco6aMBOCTi
6nictepi; no 3 nakyBaHHs: 3acTocyBaHHS", "3acTocyBaHHs Yy nepiog BaritTHOCTi abo
abo no 5, abo KPKA, o.4., rogyBaHHA rpyaar”, "34atHiCTb BNAMBATU Ha LWBUAKICTb
no 6, aéo no 9, HoBo mecTo, peaxuii npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLUMUK
a6o no 10 CnoseHis; MexaHismamu", "Cnoci6 3acTocyBaHHs Ta fo3un"
6nictepiB y KOHTPO/b Cepil: (peparyBaHHs), "Oitn" (yTOUHEHHS), "IM06ivHi peakuii”
KapTOHHIl KPKA, a.4., BiANoBigHO A0 iHhopMaLii pedyepeHTHOro Nikapcbkoro
Kopoo6Li Hoso mecTo, 3acoby (MPECTAPIYM® 4 mr MPECTAPIYM® 8 wr,
CnoseHia Tabnetku, no 4 mr, no 8 mr).
MepiognyHICTb NOA4AHHS PErYSIPHO OHOB/IKOBAHOIO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuiil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB’A
Ykpainuu Big 26 BepecHa 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU Yy NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3neku.
42. NMPOJIATAH Kpansi O4Hi, CEHTICC IHAjs CEHTICC IHAiA MepepeecTpadis Ha 5 pokiB. 3miHu | Tuny - 3MiHK WoA[0 3a He UA/13705/01/01
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
0,005 % no 2,5 PAPMA MBT. ®APMA MBT. 6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y peyenmom niosisieae
MY ¢hnakoHi 3 nTAa. nTAa.

KpanenbHULEeo;
no 1 donakoHy B
KapTOHHIM nayi

KOPOTKiil XapakTepuCTuL NiKapCbKOro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT A/19 MEAMYHOIO 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHNX Nikapcbk1x 3acobiB
nicnsi BHECEHHs Tiel camoi 3MiHM Ha pechepeHTHUI
npenapar (3mMiHa He NoTpebye HagaHHA XOAHUX HOBUX
[0[aTKOBUX AaHnX) 3MiHM BHECEHO A0 IHCTPYKLUii ANns
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "Moka3aHHs",

a TakoxX [0 po3ainis "®apmakosorivyHi B1acTuBocTi”,
"B3aemogis 3 iHWMMM NiKapCbKUMK 3acobamm Ta iHLLi
BMAM B3aemogiin”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHsa Ta fosu'”, "Oitn"
(yTouHeHHs iHcbopmauii), "MepenosysaHHs", "Mo6iyHi
peakuii" BiaNoBigHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby (KCANTATAH®, kpansi 04Hi, po3ynH
0,005 %). 3miHu | TUny - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3aralbHeHNX AaHUX NPo cucTemy
thapmakoHarnsgy (BBeAeHHS y3arasibHeHNX AaHnx npo
cuctemy hapMakoHarnagy, 3MiHa ynoBHOBaXKeHOT
oco6u, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3assHvKa ans
3pjiicHeHHs hapmakoHarnsgy B YKpaiHi, AKL0 BOHa
BiAMiHHa Bif, YyNOBHOBaXEHOI 0C06M, BignoBiganbHOI 3a
3fjificHeHHs hapmakoHarnagy (BKIHOYAaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cuctemu hapmakoHarnsgy) 3MiHa ynoBHOBaXeHOT 0cobu
BiANOBIAA/IbHOT 32 hapmakoHarnsag: Aivova pegakuis: 4p.
Mywna BeHkaTapamaH / Dr. Pushpa Venkataraman;
MponoHoBaHa pepakuis: AokTop LWpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOI 0cO61 BifnoBigaibHOT

3a thapmakoHarnag;

[itoua pepakuis: KysbMuubkuii Makcum Onekciiosuy;
MponoHoBaHa pepgakuis: TodaH Irop AHaToninosny.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6M,
BiANoBiAa/IbHOT 3a (hapmakoHarnsa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu, BiANOBIAA/IbHOT 3a
thapmakoHarnsg,. 3miHa Micus 34iCHEHHST OCHOBHOT
LisinbHOCTI 3 thapmakoHarnagy. 3MiHa agpecu macTep-
tpaiina.
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTumuii Ykpainu 19 rpyansa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3iHO 3i CTPOKamu, 3a3HavYeHNMM y NepPioANYHOCTI
nofaHHsA perynsipHMX 3BiTiB 3 6e3nekn
43. NMPOCTUH €2 refib Mdpavizep IHK. CLWA Mdpaiizep Benebris MepepeecTpallisi Ha HEOOMEXEHNI TEPMIH. 3a He UA/10048/01/01
BariHanbHui, 1 MeHtochbekuypuH peyenmom nionsicae
mMr/3r;no3rs. r benvria HB MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
nonepegHsL0 3 6e3neku BignoBigHO Ao Mopaaky 34iACHEHHS
HarnoBHEHOMY hapmakoHarnsgy, 3aTBepAXeHOro Hakasom
wnpuyi; no 1 MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Bif, 27 rpyaHa
Lnpuuy B 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcCTBi
KapTOHHI tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
KopooLi (Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3i4HO 3i CTPOKamu, 3a3HaYeHMM y NepioANYHOCTI
nofJaHHA perynsapHvX 3BiTiB 3 6e3neku.
44, TIOTAMA® po3unH ansa Bbopsar HimeuuunH Contochapm HimeuunH nepepeecTpavis,Ha Heo6MexeHuli TepMiH 3a He UA/1555/01/01
TYPBO iHdysili 1,2 %, dapma M'méX i a dapmauoiiTiwe a 3MiHK Wo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisay. peyenmom niossiecae
no 50 mny Ko. KI EpuolirHicce 3MiHM Y KOPOTKili XapakTepucTyL, NikapcbKoro 3acoby,

hnakoHi; no 1
a6o 10
hnakoHiB pasom
3 3aX1CHUM(K)
YyopHUM (1)
nakeTom
(naketamu) y
Kopobui 3
KapToHy

rmeX

TEKCTi MapKyBaHHs Ta iHCTPYKLi 415 MeguyHOro
3aCTOCyBaHHS Yy 3B’A3KY i3 HOBUMU [aHUMK 3 SKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHMK Ta JaHUMKU 3
thapmakoHarnagy - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NiKapCbKoro 3acoby Ao
po3ainis "®apmakonoriyHi BnacTmBocTi" (pefaryBaHHs
TeKcTy), "B3aemogis 3 iHWMMKY flikapCcbkuMun 3acobamm Ta
iHWi BUAW B3aemogiii”, "OcobmnBoCTi 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHS Ta A031" (pefaryBaHHs TeKCTy),
"MepeposysaHHa”, "Mob6ivHi peakuii ", "HecymicHicTb"
BiAMOBIAHO A0 MaTepiasliB peecTpauiiHoro 4OChE.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/IHOBAHOIO 3BITY
3 6e3neku BigNoBigHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
tocTuuii Ykpainm 19 rpyaxs 2016 poky 3a Ne 1649/29779
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
(y pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKamu, 3a3Ha4YeHNMM y NePIOANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
45, dPOMINIA® rpaHynun ans KPKA, a.4., CnoBeHisn KPKA, a.4., CnoBeHis MepepeecTpaduisi Ha HEOOMEXEHWI TePMiH. 3MiHK | TUNY 3a He UA/5026/01/02
NPUroTyBaHHSA HoBo mecTo HoBo mecTo - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmom niosnsiecae
60 mn (250 mr/5 (BUpPOGHMLTBO thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
MJ1) cycneHsii "in bulk", NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
[AN5 OpasibHOro nepBUHHe Ta ANs MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
3acTocyBaHHs, 1 BTOPVIHHE OHOBJ/IIOBAHOTO 3BITY 3 6e3nekun Nikapcbkoro 3acoby, abo
chnakoH 3 nakyBaHHs1, pocnifixeHb 3 6e3nekn 3acToCcyBaHHS NikapcbKoro
rpaHynamu Ta 1 KOHTPONb Ta 3aco0y B micnsipeecTpauiitnii nepiod, abo sik pesynbtar
wnpwvy, Ana BUNYCK Cepil; OL|iHKM 3BITY 3 AOC/iXeHb, NpoBeAeHnX BiAMNOBIAHO A0
OpasIbHOIO BMPOBHMUTBO "in nnaHy negiatpuyHux gocnimpkers (PIP) (3miHy
BBeeHHSA bulk", nepsrHHe Y3ro4KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoM)
cycneHsii B Ta BTOPUHHE 3MiHV BHECEHO [0 IHCTPYKLUIT Yy po3ainy "B3aemogis 3
KapTOHHIl nakyBaHHs) iHLWMMK niKapcbKMK 3acobamu Ta iHWi BUAK
Kopoo6ui B3aemMogijin", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepioj BariTHoCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta [03W" (YTOUHEHHS),
"Mepeno3yBaHHA" BiAMNOBIAHO 4O OHOBMEHOI iHChopMmaLii
3 6e3neku Ailo4oi peyoBUHY.
MepiognyHICTb NOA4AHHS PErYSIPHO OHOB/IKOBAHOIO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuiil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB’A
Ykpainuu Big 26 BepecHa 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU Yy NepioANYHOCTI
noJaHHsA perynsipHnX 3BiTiB 3 6e3neku.
46. XAPTUN® - AM Kancynm no 5 3AT YropwuHa 3AT YropwumHa MepepeecTpaLis Ha HeO6MeXeHUIA TEPMIH 3a He UA/13634/01/02
Mmr/5 mr; no 7 ®PapmaueBTny PapmMaLeBTUYHN 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom nionsiecae
Kancyny HWIA 3aBOg 1 3aBog ETIC hapmakoHarnsgy. 3miHa y KopoTKiil XxapaKTepucTuLi
6nictepi; no 4 Erc nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
abono 8 ANA MeVYHOro 3aCTOCyBaHHA Ha MifcTasi perynspHo
6nictepiB y OHOB/OBAHOrO 3BIiTY 3 6e3nekn Nikapcbkoro 3acoby, abo
KapTOHHii JocnifmxeHb 3 6e3nekn 3acToCcyBaHHS NikapcbKoro
ynakosLi; no 10 3acoby B nicnapeecTpauiliHnii nepios, abo sk pesynbTar
Kancyny OU}iHKM 3BITY 3 AOC/iAKEeHb, NPOBEAEHNX BIAMOBIAHO A0

6nictepi; no 3

nnaHy negiatpuydmx gocnimpxeHs (PIP) (3miHy
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
abono 9 Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEXKEHVM OPraHom) -
6nictepiB y 3MiHV BHECEHO [0 IHCTPYKLUIT Y po3ainu
KapTOHHIi "MpoTunokasaxHa", "B3aemogis 3 iHWMMK NikapCbKumu
yrakoBLi 3acobamu Ta iHwWi BuAy B3aemogiii”, "OcobamBocCTi
3acTocyBaHHSA", "3acTocyBaHHs Yy nepiog BaritTHocTi abo
rogysaHHs rpyaaro"”, "MobivHi peakuyii” BignosigHoO o
OHOBJIEHOT iHdhopMaLiii 3 6e3neku Ailo4nx PeHOBYH.
MepioanyHICTb NO4AHHS PErYNSIPHO OHOBJIIOBAHOIO 3BITY
3 6e3neku BignoBigHo Ao Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHW 3[40POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU Yy NepioANYHOCTI
NnoJaHHsA perynsipHunX 3BiTiB 3 6e3neku.
47. XAPTUN® - AM Kancynu no 10 3AT YropwuHa 3AT YropwumHa MepepeecTpavis Ha HeOOMEXEHUIA TEPMIH 3a He UA/13634/01/03
Mr/10 mr; no 7 dapmaueBTNY dapmaLeBTUYHN 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom nionsicae
Kancyny HWi1 3aBOf 1 3asog ETIC thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
6nictepi; no 4 Eric nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
abo no 8 AN MeMYHOro 3aCTOCyBaHHA Ha NiACTaBi perynspHo
6nictepiB y OHOB/IOBAHOrO 3BITY 3 6e3Mnekn nikapcbKoro 3acoby, abo
KapTOHHIi pocnifmxeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
ynakosLi; no 10 3acoby B nicnspeecTpaviliHnii nepios, abo sk pesynbTtar
Kancyny OLiHKY 3BITY 3 AOC/if)KEHb, MPOBEAEHUX BifMOBIAHO A0
6nictepi; no 3 nnaHy negiatpuyHux gocnimpkeHs (PIP) (3mMiHy
abono 9 Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHVNM OpraHom) -
6nictepiB y 3MiHU BHECEHO [0 IHCTPYKUIT Y po3ainv
KapTOHHIi "MpoTunokasaHHa", "B3aeMogia 3 iHWKUMKN NiKapCbKUMu
ynakoBLii 3aco6amu Ta iHWi BUuAmM B3aemogiii", "Oco61mBOCTi

3acTocyBaHHS", "3acTocyBaHHs Yy nepiog BaritTHOCTi abo
rogyBaHHs rpyaao”, "MobivHi peakuii” BignosigHo o
OHOBNEHOT iH(hopMaLlii 3 6e3nekn AilUnUX PEHOBUH.

MepiognyHICTb NOAAHHA PerynsipHO OHOB/IHOBAHOIO 3BITY
3 6e3neku BignoBigHO Ao Mopaaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTumuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pefakuii Hakasy MiHiCTepCcTBa OXOPOHM 3[,0pPOB’S
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU Yy NepiogNYHOCTI
NnoJaHHsA perynsipHunX 3BiTiB 3 6e3neku.
48. XAPTUN® - AM Kancynm no 5 3AT YropwuHa 3AT YropwumHa MepepeecTpavis Ha HeOOMEXEeHUIA TEPMIH 3a He UA/13636/01/01
Mr/10 mr; no 7 dapmaueBTNY dapmaLeBTUYHN 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta peyenmom nionsicae
Kancyny HWi1 3aBOf 1 3asog ETIC thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
6nictepi; no 4 Eric nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
abo no 8 AN MeMYHOro 3aCTOCYBaHHA Ha NiACTaBi perynspHo
6nictepiB y OHOB/IOBAHOrO 3BITY 3 6e3Mnekn nikapcbKoro 3acoby, abo
KapTOHHIi pocnifmxeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
ynakosLi; no 10 3acoby B nicnspeecTpaviliHnii nepios, abo sk pesynbTtar
Kancyny OLLiHKY 3BITY 3 AOC/iI)KEHb, MPOBEAEHUX BifMNOBIAHO A0
6nictepi; no 3 nnaHy negiatpuynHux gocnimpkeHs (PIP) (3mMiHy
abono 9 Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHVNM OpPraHom) -
6nictepiB y 3MiHU BHECEHO [0 IHCTPYKUIiT Y po3ainv
KapTOHHIl "MpoTunokasaHHa", "B3aeMogia 3 iHWKUMKN NiKapCbKUMu
ynakoBLii 3aco6amu Ta iHWi B1uAmM B3aemogiii", "Ocob1MBoCTi
3acTocyBaHHS", "3acTocyBaHHS Yy nepiog BaritTHOCTi abo
rogyBaHHs rpyaao”, "MobivHi peakuii” BignosigHo o
OHOBNEHOI iH(hopMaLlii 3 6e3nekn AilUnNX PEHOBUH.
MepiognyHICTb NOAAHHA PerynsipHO OHOB/IHOBAHOIO 3BITY
3 6e3neku BignoBigHO Ao Mopaaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcCTBi
tocTumuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3i4HO 3i CTPOKamu, 3a3HaYeHMM y NepioANYHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
49, XAPTUN® - AM Kancynm no 10 3AT YropuuHa 3AT YropuyHa MepepeecTpaLlisi Ha HEOOMEXEHWI TePMiH 3a He UA/13635/01/01
Mmr/5 mr; no 7 dapmaueBTNY dapmaLleBTUYHN 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta peyenmom niossiecae
Kancyny HWi1 3aBOf 1 3aBog ETIC thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
6nictepi; no 4 ErC NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
abono 8 4N MeiVYHOTo 3aCTOCYBaHHA Ha NifCTasi perysispHo
6nictepiB y OHOBJ/IHOBAHOrO 3BiTYy 3 6e3Mnekn nikapcbkoro 3acoby, abo
KapTOHHIl nocnimkeHb 3 6e3neku 3acTocyBaHHSA NMikapCbKoro
ynakoBLi; no 10 3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk pesynbTart
Kancyny OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHNX BIAMNOBIAHO A0
6nictepi; no 3 nnady negiatpuyHux gocnimpkeHs (PIP) (3MiHy
abono 9 Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBEXKEHVM OPraHom) -

6nictepiB y

3MiHM BHECEHO A0 iHCTPYKLT Y po3aisin
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
KapTOHHIi "MpoTunokasaHHa", "B3aemogis 3 iHWMMK NliKkapCbKUMM
ynakoBLi 3aco6amu Ta iHWi Buamn B3aemogiii”, "OcobanBoCTi
3acTocyBaHHS", "3acToCyBaHHs Yy nepiog BaritTHOCTi abo
rogyBaHHs rpyaao”, "MobivHi peakuyii” BignosigHo o
OHOB/EHOT iHhopMaLlii 3 6e3nekn AilUnUX PEHOBUH.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOrO 3BITY
3 6e3neku BianoBigHo Ao Mopaaky 34iACHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTPOKamu, 3a3HavYeHNMM y NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
50. XAPTUN® - AM Kancynu no 2,5 3AT YropwuHa 3AT YropwumHa MepepeecTpauis Ha HeOBMEXEHUIA TEPMIH 3a He UA/13634/01/01
mr/2,5 mr; no 7 PapmaueBTny dapmMaleBTUYHN 3MiHM Wopao 6e3nekn/edhekTMBHOCTI Ta peyernmom niosnsiecae
Kancyny HWi1 3aBOf 1 3aBog ETIC thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTumui
6nictepi; no 4 ErcC NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
abo no 8 ANs MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
6nictepiB y OHOBJ/IHOBAHOrO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
KapTOHHIl nocnimkeHb 3 6e3neku 3acToCyBaHHSA NMikapCbKoro
ynakosLi; no 10 3aco0y B nmicnsipeecTpauiitnii nepiod, abo sik pesynbtar
Kancyny OL|iHKM 3BITY 3 AOC/iAXeHb, NpoBeAeHnX BiAMNOBIAHO A0
6nictepi; no 3 nnaHy negiatpuyHux gocnimpkeHs (PIP) (3miHy
abono9 Y3rOfPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHVM OpraHom) -
6nictepiB y 3MiHV BHECEHO [0 IHCTPYKLUiT Y po3ainu
KapTOHHIl "MpoTunokasaHHA", "B3aemogis 3 iHWMMK NiKapCbKUMu
ynakoBLi 3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi

3acTocyBaHHs", "3acTocyBaHHS y nepiog, BaritTHoCTi abo
roflyBaHHs rpyaao”, "Mo6ivHi peakuii" BignosigHO A0
OHOB/EHOI iH(hopMaLlii 3 6e3nekn AilUnNX PEHOBUH.

MepiognyHICTb NOAaHHA PerynsipHO OHOB/THOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27 rpyaHsa
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHiCTepcTBa OXOpPOHU 340P0OB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i cTpoKamm, 3a3Ha4eHUMK Y NepPioANYHOCTI
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
51. XNOPOMIPAMIH | KpucTaniyHwmii ToBapucTso 3 YkpaiHa LleHTayp IHais MepepeecTpauis Ha HeOGMEXEHUIA TEPMIH - He UA/14287/01/01
Y rAPOXNOPUA | nopoLuok obmexeHor dapmacbloTikan nionisicae
(cybcTaHuis) y BiANOBiAa/IbHI c MNeT. NTA,.
nakeTtax CTIO
noABIliHMX "flocnigHwin
nonieTNeHoBUxX 3aBof,
ans "rHunct
hapMaLeBTUYHO
o 3aCTOCYBaHHS
52. LEE®EMIM MOPOLLIOK A5 Abpun IHAis HekTap IHAis MepepeecTpalist Ha HEOBMEXEHNI TEPMIH. 3a He UA/9913/01/02
PO34MHy ANns dopmyneiH3 NaiidpcaiiHcis peyenmom niossiecae
iH'ekyin no 1000 MeT1. N14 Nimiten-tOHIT-VI MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
mr; 1 donakoH 3 3 6e3neku BiANOBIAHO [0 MopsAaKy 34iACHEHHS
MOPOLLKOM Y chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
KapTOHHIl MiHicTepcTBa OXOPOHU 340PO0B’'A YKpaiHu Bif, 27 rpyaHa
ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTEpCTBI
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HA4YEHUMU Yy NepPioANYHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
53. LEE®EMIM MOPOLLIOK AN Abpun IHAis HekTap IHAis MepepeecTpalist Ha HEOBMEXEHNI TEPMIH. 3a He UA/9913/01/01
pO3unHy Ans dopmynenwH3 NaindpcaiiHcis peyenmom niosisicae
iH'ekyit no 500 MeT. 14 NimiTea-tOHIT-VI MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
mr; 1 donakoH 3 3 6esneku BiANOBIAHO [0 MopsAaKY 34iACHEHHS
MOPOLLKOM Y chapmakoHarnsgy, 3aTBepiKeHOro Hakasom
KapTOHHIl MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa
ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTEpCTBI
tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMu, 3a3HaYeHNMM y NePiIoANYHOCTI
noJlaHHA perynsipHuX 3BiTiB 3 6e3neKu.
54, LUUWMPO®D/IOKCA | nopoLuok Yemo 16epika, Icnanis Kimika CiHTeTika, IcnaHis MepepeecTpauis Ha HEOOMEXEHUI TEPMIH - He UA/13819/01/01
UNHY (cybeTaHuis) y C.A. C.A. niosiss2ae
rigpoxnopPug noAgiliHMx
nonieTnIeHoBmxX
naketax gns
BUPOGHMLTBA
CTepusibHUX Ta
HecTepuIbHNX

NiKapCcbknx
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Ne Hassa dopma 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapCcbKO20 Burnycky 3asiBHUKa BUPOGHU Bionycky aHHs peecmpayjiliHo
3acoby (nikapcbka Ka 20
¢hopma, nocsioYyeHHs1
ynakoska)
dopm
55. YEBPELO TpaBano40r MpAT YkpaiHa MpAT YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsicae UA/2343/01/01
TPABA abono50ry "NikTpasn” "NikTpasun" peyenma
navkax 3 MepiognyHiCTL NOAAHHA PerysiApHO OHOBJIIOBAHOTO 3BITY
BHYTPILLHIM 3 6e3neku BignoBigHO Ao Mopaaky 34iACHEHHS
nakeTom; no 1,5 hapMakoHarnagy, 3aTBepAXeHoro Hakasom
ry cinbtp- MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHsa

nakerti; no 20
hinbTp-nakeTis
ynauui;nol1,5r
y (hinbTp-nakeri;
no 20 cpinbTp-
nakeTiB y nayu,i 3
BHYTPILLHIM
nakeTom

2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcCTBi
tocTumuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(Y pegakuii Hakasy MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTPOKamu, 3a3HaYeHMM y NepioANYHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.

HauanbHUK Bigaginy 3 nutaHb (papmayeBTUYHOI
pisnbHOCTI lenapTaMeHTy peasisauii NoONiTUK

T.M. JIacKOoBCbKUM




MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLIOAO AKUX BY/TIN BHECEHI 3MIHU 1O
PEECTPALIVHNX MATEPIANIB, AKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHU

Aopatok 3
[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

24.06.2019 Ne 1438

(100 mr) a6o 16 mn
(400 wmr) y donakoHi, no
1 chnakoHy B
KapTOHHilA KopooLi

nakyBaHHs1, BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOJII0 AKOCTi Ta
BUNYCK cepil:
Pow [iarHocTukc MmM6X,
HimeuyunHa
Brpo6HMuUTBO
Hepo3dacoBaHol
NPOAYKLUii, NepBUHHE
nakyBaHHs!, BTOPUHHE
naxkyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIIO AIKOCTi Ta
BUMYCK cepil:

. XodhdpmaHH-/151 Pou
Nta, Weeliuapis
Bupo6bHMLTBO
Hepo3dhacoBaHol
NpoAyKLii, NnepBuHHe
naKyBaHHs:
[xeHeHTek IHK., CLUA
[XeHeHTekK IHK., CLLUA
BunpobyBaHHs

BBeeHHs ab0 3MiHW A0 y3arasibHeHNX
[aHux npo cuctemy thapmakoHarnsgy
(BBEAEHHS y3arasIbHEHVX AaHUX Npo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0cobu, BiANOBIAa/ILHOI 3a
3[iiCHEHHST (papMaKoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asBHuka gns
3ailicHeHHA hapMakoHarnsagy B YkpaiHi,
SKLO BOHA BiAMiHHA Bif, YNMOBHOBaXEHOT
0ocobu, BiAMNOBIAa/IbHOI 3a 3AiACHEHHS
hapMakoHarnaay (BK/I4aUm KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CObM 3as1BHUKA, BiAMNOBIAa/IbHOI
3a 34iicCHeHHs hapmakoHarnsgy B YkpaiHi.
Litova pepakuia — oy, TeTsHa FOpiiBHaA.
MponoHoBaHa pepgakuist — MolwHiHa Onbra
IBaHiBHA. 3MiHa KOHTaKTHUX gaHUX
KOHTaKTHOI 0CO6M 3asiBHUKA, BiANOBIAa/IbHOI
3a 34ilicCHEeHHA chapmakoHarnsgy B YkpaiHi.
3MiHa KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
0ocobu 3asiBHUKA, BiANOBIAA/ILHOI 32
3pilicHeHHs hapMakoHarnagy. 3MiHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3

Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsi04YeHHs1

1. L-UET® TabneTku, BKpUTI KYCYM IHAjA KYCYM XENTXKEP IHAjA BHECEHHS 3MiH 0 peecTpavyinHmx 6e3 peyenma UA/8612/01/01
060/10HKOI0, M0 5 Mr; XENTXKEP MBT NTA mMaTtepianis: BUNpPaBIeHHS TEXHIYHOT
no 10 TabneTok y MBT NTA NMOMWJ/IKM Y METOAaxX KOHTPOSIKO SKOCTi y
6nicTepi; no 1, abo no po3aini «JoMilKn eHaHTioMmepa»
3, abo no 10 6nicTepis
Y KaPTOHHII ynakoBLi

2. ABACTUH® KOHUeHTpaT ans ®.XohpmaH LBeiuapis Brpo6HMUTBO HimeyunHa/ BHECEHHS 3MiH 1O peecTpavjiinHmx 3a peyernmom UA/16665/01/01
pO34nHy Ans iHdys3ii, H-J15 PoLu Hepo3acosaHol LBeliuapia/ marepianis: 3MiHu | TURY - 3MiHK LWOAO
100 mr/4 mn; no 4 mn nTg, NPOAYKLii, NepBNHHE CWA 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
KOHTPOJO SIKOCTI: hapmakoHarnagy. 3miHa
®. XodpchpmaHH-/151 Pow MicLLe3HaxomKeHHS MacTep-haiina cuctemm
Ntp, Weeiiuapisa thapmakoHarnsgy
Pow dapma AT,
HimeuunHa
3. AEKOnN pO34uH oniliHniA no 50 MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 40 peecTpavyinHmx 6e3 peyenma UA/1603/01/01
M abo 100 mny "TexHonor" mMartepianis: 3MiHu | Tuny - 3miHa
thnakoHi; no 1 nepiognYHOCTI KOHTPO/IO crieumdikavii
chnakoHy B nauii 3 NiKapCbKOro 3acoby 3a NoKasHNKOM
KapToHy «MikpobionoriyHa 4ncToTa» 3 nocepiiHoro
Ha BMOIPKOBWIA (NepLUy Ta KOXHY AecaTy
HaCTYnHy cepii)
4, AKBABIT-A43 PO34UH opasibHUiA 375 MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/13453/01/01
mkr/mn (15000 "TexHonor", marepianis: 3MiHu | TMRy - 3MiHa MeToAy
MO/mn) no 10 mny BMNpo6yBaHHA «MBY» 3yMmoBneHa
thnakoHi, no 1 NiABULLLEHHAM BUMOT 0 KOHTPOJIHO AKOCTI
onakoHy 3 Npobkoto- rOTOBOrO Mikapcbkoro 3acoby; 3mMiHu Il Tuny -
KpanenbHULE y 3MiHa NepioAnYHOCTI KOHTPO/IKO FOTOBOTO
nauuji 3 KapToHy NikapcbKoro 3acoby 3a NokasHUKoM «MBU»
3 NocepiHOro Ha BMGIpKOBWiA (NepLuy Ta
KOXHY M'SATY HACTYMHY Cepito)
5. AKICTAH Kpanni o4Hi, 50 dapmacene ABCTpist BMPOBHULTBO, ITania/ BHECEHHS 3MiH [JO peecTpavljiitHnx 3a peyenmom UA/16952/01/01
MKr/mn, no 2,5 mn B KT nakyBaHHs1, KOHTPOJ1b ABCTpis Marepianis: 3MiHu | TURYy - 3MiHN WOA0
nosieTuIeHoBoOMy IHTepHeLwwHN cepii: 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
hakoHi 3 BeTeniranrs BpycuetTini C.P.J1., BeefeHHs abo 3MiHU [0 y3arasibHeHuX
nonieTuIeHOBO 6X ITanisa [aHvx npo cuctemy chapmakoHarnsgy
KpanenbHULENO i cTepunisauis NepBUHHOT (BBEAEHHS y3araslbHEHVX AaHUX Npo
noninponisieHoBo YMNaKoBKU: cucTemy chapmakoHarnsgy, 3miHa
KpuLLKoto; Mo 1 abo no CrepigxeHikc ITanis YMOBHOB&XEHOI 0CO6M, BiANOBIAA/ILHOI 3a
3, abo no 6 dhnakoHiB C.N.A., Itania 3[iiCHEHHS1 dhapMakoHarnaay; KOHTaKTHOT
B KOPOO6L BUMNYCK cepil: ocobu 3 chapmakoHarnsgy 3asBHVKa ANs
dapmacenext 3pjificHeHHs hapmakoHarnsgy B YkpaiHi,
IHTepHelwwHN BeTeniraHra AKLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOT
M6X, ABCTpiA 0co6wu, BiANOBIfa/IbHOT 3a 3AiiCHEHHS
thapmakoHarnagy (Bkovaum KOHTakKTHi
[aHi) Ta/abo 3MiHW Y pO3MiLLEeHHI MacTep-
thaiina cuctemu cpapmakoHarnsgy) 3miHa
KOHTaKTHUX aHNX KOHTaKTHOI ocobu,
BiANOBiAANbLHOI 3a 34iiCHEHHSA
dhapmakoHarnsgy.
6. AN3AME], TabneTku, BKpUTI YOPNA TypeuunHa Inko lnay CaH. Be Tigx. TypeuunHa BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/14493/01/01
nNiBKOBOIO MEANUNH A.LL. MaTepianis: 3miHu | TMNy - 3MiHK WoA0
060/10HKOI0, N0 5 Mr; ITAY CAH. 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 14 tabnetok y BE TIOXK. BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
6nictepi, no 1 a6o 2 A.LLL [aHux nNpo cuctemy papmakoHarnsgy




36

n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

6nicTepy B KApTOHHii
Kopoobui

(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy chapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
3fjlicCHeHHs1 hapmakoHarnagy; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asBHMKa 415
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YNOBHOBaXEHOI
ocobw, BignoBiga/IbHOI 3a 34iNCHEHHS
thapmakoHarnagy (BKovatum KOHTaKTHi
OaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOBaXEHOI 0c06Y BiANOBIAA/ILHOI 32
chapmakoHarnsag;:

[itova pepakuin: XtoceiH Torisni / Mr.
Huseyin Tonyali. NMponoHoBaHa peAakuis:
Mescim Inbkbaxap AiHyens / Mrs. Mevsim
likbahar Dincel. 3MiHa KOHTaKTHWUX AaHWX
yMOBHOBaXeHOT 0cobw, BignoBiganbHoOI 3a
dhapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0co6W, BiANOBIfa/IbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI ZisNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs macTep-daiina.

AN3AME],

TabneTku, BKpUTI
NiBKOBOO
060/10HKO0, No 10 mr;
no 14 tabnetok y
6nictepi, no 1 a6o 2
6nicTepy B KAPTOHHIi
Kopoobui

YOPN
MEAVLIH
INIAY CAH.
BE TIAX.

AL

TypeuunHa

Inko Inau CaH. Be Tigx.
A.LLL

TypeuunHa

BHECEHHS 3MiH 40 peecTpavyinHmx
MaTepianis: 3miHu | Tuny - 3MiHK WoAa0

6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.

BBegeHHsA ab0 3MiHU [0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHKX NPO
cuctemy chapmakoHarniagy, 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
3[jificCHEHHSA hapMakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnsagy 3asBHuKa As
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iNCHEHHS]
hapMakoHarnaay (BK1oHatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U BiANOBIAaNLHOI 3a
hapMakoHarnag:

[itoua pepakuisi: XtoceliH ToHisni / Mr.
Huseyin Tonyali. MponoHoBaHa pejakLis:
Mescim Inbk6axap AiHuens / Mrs. Mevsim
llkbahar Dincel. 3miHa KOHTaKTHUX AaHnX

3a peyenmom

UA/14493/01/02
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nikapcbknx oopm

agpecoro YkpaiHa, 65025, m Ogeca, 21-i
KM. CTapokuniBCbKOT goporu, 40-A, ge
3[iCHIOETLCS BUPOBHULITBO, NEPBUHHE Ta
BTOPUHHE NakyBaHHS, 36epiraHHs rotosoi
NPOAYKLUIT , CMPOBUHM Ta MaTepianis;
BBE/IEHHS a/IbTEPHATVBHOIO BUPOOHUKA
BUXigHOro / NpomixxHoro npoaykty ( TOB
«XBOIM»), L0 BUKOPUCTOBYETLCS Y
BMPO6HMYOMY npotieci ADL. 3miHm | Trny:
AOMiHICTpaTUBHI 3MiHW. BunyuyeHHs
BMPOOHMYOT AiNbHULI (BKIKOYAOUN AiNbHUL
ans A®l, npomikHoro npoaykTy abo
roTOBOrO JliKapCbKoro 3acoby, AinbHULi ANns
npoBefeHHs NakyBaHHs, BUPOGHYKa,
BiANOBIAa/IbHOIO 3a BUNYCK Cepiit, MicLe
NpoBeAEeHHS KOHTPO/tO cepii) abo
nocTavasnibHviKa BUXigHOro marepiany,
peareHTy abo LOMOMIXHOI PEHOBUHY (SIKLLO
3a3HayeHo y A0CbE) - BunyyeHHs AinbHULI
3a agpecor YkpaiHa , 65080, Ogecbka 0671.,
m Ogieca, /llocTaopdickka gopora, 6ysa. 86,
e 34iiCHI0ETLCA 36epiraHHs roToBoi
npoaykuii. 3miHun | Tuny: 3miHn 3 sikocTi. AdI.

BUpo6HMLTBO. 3MiHM B NPOLIECI

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
YNOBHOB&XEHOT 0co6M, BiANOBIigaNbHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0co6MU, BignoBiganbHoi 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aii/IbHOCTi 3 dhapmakoHarnsgy.
3MiHa MicLle3HaxoMKeHHs1 MacTep-chaina.
8. AMIAKY pO34uH Ans MpAT YkpaiHa MpAT ®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/0138/01/01
PO34MH 10% | 30BHiLLIHBOrO PapmauesT thabpuka "Biona" marepianis: 3mMiHu | TUny - 3MiHa Ha3BK
3acTocyBaHHA 10 % nyHa BMpOGHUMKa APl amiaky, 63 3MiHM Micus
no 40 mn y dpnakoHax; habpuka BMpOBGHULTBA
no 40 mMn 'y doNakoHi; "Biona"
no 1 cpnakoHy B navi
3 KapTOoHy; no 100 mn
y thrakoHax
9. AMIKCUH® nopoLUoK (cybcTaHuis) | ToBapucTeBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx - UA/1088/01/01
y nakeTax noABiiHNX 3 [0[aTKOBOKO maTepianis (NOBTOpHUIA po3rnag, -
i3 nAiBKN [04aTKOBOK BiANOBIAA/TbHICTIO YTOUHEHHS1 npoueAaypu, Haka3 Ne 978 Bipg,
nonieTnneHoBoil Ans Bignosigasnb "IHTEPXIM" 26.04.2019): 3miHu | TUNY - 3MiHW 3 SIKOCTI.
BMPOGHULITBA HiCTIO A®|. BupobHUUTBO (iHLWi 3MiHW) - JofaBaHHA
HEeCTepW/IbHNX "IHTEPXIM" BMPOBHMYOT AinsHKK (y CKiagi 3aTBepaKeHol
BMPOGHUWYOT AinbHuLi TAB "IHTepxiM") 3a




38

n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

BUpo6HMLUTBa AP| (HE3HAUYHA 3MiHa Y
npoueci BupobHuytea A®l) - BeegeHHs
anbTepHaTUBHOT TEXHOJONIYHOI CXeMMN
OoTprMaHHA Ad| (3acTocyBaHHS B SIKOCTI
BWXiAHOT CPOBUHM TEXHIYHOIO NPOAYKTY
iHLIOro BUPOGHKMKA). XiMi4HY CXeMy CUHTe3y
He 3MiHeHO). 3MiHu | Tuny: 3MiHW 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKa
BUWXi4HOro/MpOMiXHOro NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYHOTLCA Y BUPOGHUYOMY
npoueci Ad®l, abo 3miHa BUpoOHMKa
(BrTrOvatoum, fie HeobXxigHo, micue
nNpoBefileHHA KOHTPOso AkocTi) APl (3a
BiICYTHOCTI cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPKEHOMY [0CbLE)(3MIHM [0 3aX04iB,
noB'si3aHnx 3 KOHTponem A®l, abo
JofaBaHHA AinbHUL, Ae NPOBOANTLCS
KOHTPONb/BUNPOBYBaHHSA cepil) - 3aMiHa
OiNbHULI, fe NPoBOANTLCA BUNPOOYBaHHS
KOHTPOIO Ccepil: 3 AiNbHULIL 3a agpecammn
YkpaiHa, 65080, Ogecbka 061., M. Opeca,
Moctpopdickka gopora, 6ya. 86 Ta YkpaiHa,
65025, m. Opeca, 21-i kM. CTapoKuiBCbKOT
[oporu, 23 Ha AiNbHULLI0 3a aapecoto
Ykpaina, 65025, m. Ogeca, 21-i1 km.
CTapokuiBcbKOi goporu, 40-A.

10.

AMILNN®

niodpinizat ana
PO34nNHYy A5 iH'EKUIA
no 250 mr cpnakoHu 3
niocpinizatom

MAT
"Kuismegnp
enapar”

YKpaiHa

NAT
"Knismegnpenapar"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
mMarepianis: 3mMiHu | TMNy - 3MiHK LWOAO
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
- OHOBJ/IEHHS BXXE 3aTBEPKEHOr0 TEKCTY
MapKyBaHHA NepBUHHOT YNakoBKN
NiKapCbKOro 3acoby 3 BHECEHHAM
[ofaTkoBol iHthopmalii (BHeCEHH:
no3HayYeHb OAMHWLbB BUMIPIOBaHHS, 3
BMKOPUCTaHHAM JliTep NaTUHCLKOTO
andasiTy Ta ToW0). BBeAeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiCNS 3aTBEPKEHHS

3a peyenmom

UA/1036/01/02

11.

AHACTPO30
N-BICTA

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, N0 1 Mr,
no 14 tabnetok y
6nictepi, no 2
61icTepy B KApTOHHIl
Kopo6ui

MicTpan
Kenitan
MeHepxmeH
T NimiTepq,

AHrnis

(BMPOGHMLTBO (MOBHWIA
LK), BKIKOYAKOUN
BUMYCK cepii)
CiHTOH XicnaHis, C.J1.,
IcnaHis
(BUPOGHUK,
BiNoBiAa/bHWIA 3a

Icnanis/
HigepnaHan
/

HimeyunHa

BHECEHHS 3MiH 1O peecTpavLjiinHmx
marepianis: 3MiHu | TURY - 3MiHK LWOAO
6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy.
BBefeHHs1 abo 3MiHM [0 y3aranbHeHnX
[aHux npo cuctemy thapmakoHarnsgy
(BBEAEHHS y3araslbHEHUX AaHWX Npo
cuctemy dpapmakoHarnsgy, amiHa

3a peyenmom

UA/16472/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
BUNYCK cepil) YNOBHOB&XEHOT 0cobu, BiANOBIAa/IbHOT 3a
CiHToH BB, Higepnanan 3[ifiCHEHHS hapMakoHarnaay; KOHTaKkTHOI
(nakyBaHHS) oco6u 3 chapmakoHarnsgy 3asBHVKa ANs
PotTeHgopth ®apma 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi,
mM6X, HimeuunHa AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeEHOT
(nakyBaHHS) oco6u, BiAMNOBIAa/IbHOI 3a 3AiACHEHHS
MMN® BB, HigepnaHau hapMakoHarnagy (Bk/iovaroUm KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y pO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0cobu, BiANOBIAa/IbHOT 3a
thapmakoHarnsag: ditova pegakuis: Jy6au
TeTsAHa BikTopiBHa; MponoHoBaHa pefakuis:
CorHikoBa CsiTnaHa BiktopiBHa. 3miHa
KOHTaKTHUX JaHWX YNMOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a hapmakoHarnag. 3MiHa
MicLSl 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLle3Hax0MKEHHs1 MacTep-thaina
12. AHIHOBATI cnpeii ons poToBoi deppep IcnaHis deppep IcnaHis BHECEHHS 3MiH 0 peecTpaviintHmx 6e3 peyenma UA/10543/01/01
NOPOXHWHM No 10 mn IHTepHaujioH IHTepHacioHanb, C.A. marepianis: 3miHu Il TUMYy - 3MiHa BUPOGHUKa
a60 20 mn 'y dor1akoHi; anb, C.A. BVXiZHOrO/NPOMIXHOro NPoAyKTy/peareHTy,
no 1 donakoHy pa3om 3 LLI0 BUKOPUCTOBYHOTLCA Y BUPOGHUYOMY
nepopasibHUM npoueci Adl, abo 3miHa BUpoOHMKa
[03aTopoM Yy KopobLi (BrTrovatoum, fie HeobXigHoO, Micue
NPOBeAEHHS KOHTPO/IO AKocTi) AdI -
BBE/EHHS a/IbTEPHATVBHOIO BUPOOHMKA
Liro40i pevyoBuHY R-rNiuyppeTUHOBOT
KMCNOTKN (EHOKCO/IOHY)
13. APBIBIP- kancynu no 100 mr: no | ToBapucTBO YkpaiHa Bci cTagii BUpo6bHMLTBa, YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/10506/02/01
340POB’'A 10 kancyn y 6nictepi; 3 KOHTPO/1b AAKOCTI, BUMYCK mMaTtepianis: 3MiHu | TUNY - AAMIHICTPaTUBHI
no 1 6nictepy B 06MexeHo cepii: 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu
KOpo6L,i 3 KapTOHY BignoBigasib ToBapucTso 3 3as1BHMKa (B/1aCHMKa peecTpawiiHoro
HicTIO 06MeXeHoI NOCBIAYEHHS)- YTOYHEHHSI HA3BM Ta afgpecu
“®apmauesT BiANOBIAA/ILHICTIO 3asBHVKa (BBeAEHHS 3MiH NPOTAroM 6-Tu
NyHa "dhapmMaueBTNYHaA MiCAILiB MicNsi 3aTBEPAKEHHS); 3MiHK | Tuny -
KOMnaHis KoMnaHisa "3go0pos'a”, AAMiHICTpaTVBHI 3MiHW. 3MiHa
"3g0pos'a” Ykpaiva, HalimeHyBaHHs Ta/abo agpecu micus

Bci cTagii BUpo6bHMLTBa,
KOHTPO/b SKOCTI:
ToBapucTso 3
06MexeHot
BiANOBIAA/IbHICTIO
"®APMEKC Py,
YKpaiHa

NPOBaZKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro Jlikapcbkoro
3ac00y, BKIOYAUN [iNbHAL BUNYCKY cepii

ab0 Micue NpoBefeHHS1 KOHTPOJIIO SIKOCTI.
(aisnbHICTb, 3a SKy Bignosigae
BMPOGHUK/IMNOpTEpP, BK/IKOYAOUN BUMYCK
cepiit) - 3MiHa agpecy BUPObHMKa
ToBapncTBO 3 06MEXEHOH
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

BignosigasbHIiCTIO “"®apmaleBTniHa
KomnaHis "380pos'a”, YkpaiHa, 6e3 3MiHu
MicLsl BUpo6HMLTBA (BBEAEHHS 3MiH
NpoTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS); 3MiHK | TNy -
AZMiHICTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBa)KEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BKIYauK AinbHUL BUNYyCKy cepii
ab0 Micue NpPoBeAEHHST KOHTPOSIHO SIKOCTI.
(@isnbHIiCTb, 3a AKy BignoBigae
BUPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
cepiit) - 3MiHa agpecy BUPObHMKa
ToBapnCTBO 3 0OMEXEHOIO
BignosiganbHicTio “PAPMEKC MPYM”,
Ykpaina, 6e3 3MiHu micus BUpOOHNLTBA;
3MiHM | TURY - 3MiHK 3 AKocTi. [oToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3acib. 3miHa
PO3Mipy YNakoBKW roTOBOrO /iKapCbKOro
3acoby (BU/TyYEHHS YNaKkoBKU NEBHOMO
pO3Mipy) - BUTyYEHHS! YNaKoBKW J1iKapCbKOro
3aco6y no 10 kancyn y 6nictepi; no 2
6nicTepu B KOPOOLL 3 KAPTOHY BUPOBHMKA
TOB “dapmaneBTnyHa KOMNaHis “340poB's”,
3 BiANOBIAHNMM 3MiHAMKW A0 po3ainy
“YnakoBka” (BBefeHHS 3MiH NPOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS)

14.

APBIBIP-
340POB'A

Kancynu no 100 mr in
bulk Ne 4000: no 4000
Kancyny nakeri
nonieTuieHoBoMy y
KOHTeliHepi
naacTMacoBoMy

ToBapucTBo
3
06MexeHo
Bignosiganb
HICTIO
“®apmaueBT
nyHa
KOMnaHis
"3popos'a”

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAALHICTIO
"@apmavueBTnyHa
KomMnaHis "3go0pos'a”

YKpaiHa

BHECEHHS 3MiH 0 peecTpavyinHmx
mMaTtepianis: 3MiHu | TUNY - AAMIHICTPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3asBHUKa (B/1aCHMKa peecTpauiiHoro
NOCBIAYEHHS)- YTOYHEHHSI HA3BM Ta afpec
3asBHUKa (BBegeHHS 3MiH MpoTAaroM 6-Tu
MiCAILiB MicNs 3aTBEPIKEHHS); 3MiHU | TUny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpoBapKEHHA Aif/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
3ac00y, BKIOYAKUN [ibHNL BUNYCKY cepil
abo MicLe NpoBefeHHs KOHTPOSIO AKOCTI.
(aisnbHICTb, 3a Ky BigNoBifae
BMPOGHUK/IMNOPTEp, BK/IKOYAOUN BUMYCK
cepiit) - 3MiHa agpecy BUPOBHMKA

UA/15471/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
ToBapuCTBO 3 06MEXEHOID
BiANOBiga/IbHICTIO “"®apmaLeBTuyHa
KomnaHia "3g0poB'a”, YkpaiHa, 6e3 3MiHn
MicLa BUPO6HMLTBA (BBEAEHHS 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBEPAKEHHS)
15. APKOKCIA® TabneTku, BKpUTI Mepk Wapni | LWBeliyapis BMPOGHUK IcnaHisa/ BHECEHHS 3MiH O peecTpaviinHnx 3a peyernmom UA/10704/01/01
NNiBKOBOIO Joywm IAEA Hepo3dacoBaHOl HigepnaHnan MaTepianis: 3miHu | TMny - 3MiHK WoOA0
06010HKot0, No 30 mr; M6X NPOAYKLi, KOHTPO/b 6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy.
no 7 TabneTok y AKOCTI, NaKyBaHHA: BBegeHHs abo 3MiHM A0 y3arasibHeHNX
6nictepi; no 1 a6o 4 dpoccT 16epuka, C.A., [aHux npo cuctemy dapmakoHarnsgy
6nicTepy y KapTOHHI Icnanis (BBEAEHHS y3araslbHEHUX AaHWX Npo
Kopoo6Li nakyBaHHS, BUNYCK cuctemy chapmakoHarnagy, 3mMiHa
cepii: YNOBHOB&XEHOT 0cobu, BiANOBIAa/ILHOI 3a
Mepk Wapn i Joym B.B., 3[jiicHEHHA hapMakoHarnsaay; KOHTaKkTHOI
Higepnanan ocobu 3 chapmakoHarnagy 3asBHuka gns
3pjificHeHHs1 hapMakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXXeEHOT
oco6w, BignoBiAa/bHOI 3a 3AjiACHEHHS
hapmMakoHarnagy (BK/I4arUm KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
MicLsl 34iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLle3Hax0oMKEHHS1 MacTep-haiina.
16. APKOKCIA® TabneTkun, BKPUTI Mepk Wapni | LWseliuapisa BUPOGHUK Icnania/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a peyenmom UA/10704/01/02
NNiBKOBOIO [oywm IAEA Hepo3dacoBaHol Higepnangn MaTepianis: 3miHu | TMny - 3MiHK WoA0
060/10HKO0, No 60 Mmr; M6X NPOAYKLIT, KOHTPOsIb 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
no 7 TabneTtok y AKOCTI, NaKyBaHHsA: BeefieHHs abo 3MiHU [0 y3arasibHeHNX
6nictepi; no 1 a6o 4 dpoccT 16epuka, C.A., OaHux nNpo cuctemy dhapmakoHarisgy
6nicTepn y KapTOHHIl IcnaHis (BBELleHHSA y3araslbHeHNX AaHUX Mnpo
Kopobui nakyBaHHs1, BUMYCK cucTemy chapmakoHarnagy, amiHa
cepit: YMOBHOBaXXEHOT 0CO6M, BifgnoBiganbHOI 3a
Mepk Wapn i Joym B.B., 3iiCHEeHHS1 hapMakoHarnsay; KOHTaKTHOI
HigepnaHan 0ocobu 3 hapmakoHarnsagy 3asBHuKa ans
3[ilicCHEHHS1 dpapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YNOBHOBaXEHOI
oco6u, BiANoOBIAabHOI 3a 3AiACHEHHS
hapMakoHarnsay (BK/IoHatoum KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
(haiina cuctemu chapmakoHarnsgy) 3viHa
MicUs 34iCHEHHS OCHOBHOI AisS/IbHOCTI 3
thapmakoHarnagy. 3miHa
MicLie3HaX0oKeHHst MacTep-dhaiina.
17. APKOKCIA® TabneTku, BKpUTI Mepk Wapni | LWseliyapis BMPOGHUK Icnanis/ BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyenmom UA/10704/01/03
NNiBKOBOIO Joywm IAEA Hepo3sdhacoBaHol Higepnanan MaTepianis: 3miHu | TMny - 3MiHW Woa0
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
060/10HKO10, 10 90 Mr; 6X NPOAYKLIT, KOHTPO/b 6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
no 7 TabneTtok y AKOCTI, NaKyBaHHs: BeeaeHHs abo 3MiHU [0 y3arasibHeHNX
6nicTepi; no 1 a6o 4 ®poccT I6epuka, C.A., [aHvx Npo cuctemy dpapmakoHarnsgy
6nicTepy y KapTOHHIl IcnaHis (BBELeHHSA y3araslbHEHNX AaHUX Npo
Kopoobui nakyBaHHs, BUMYCK cuctemy dapmakoHarnsagy, smiHa
cepii: YMOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
Mepk Wapn i Joym B.B., 3[iiCHEeHHS1 hapMakoHarnaay; KOHTaKTHOI
HigepnaHngmn 0cobu 3 chapmakoHarnsgy 3asBHuKa gns
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AIKLLO BOHa BigMiHHA Bif, YNOBHOBaXEHOI
0cobw, BignoBiga/IbHOI 3a 34iACHEHHS
thapmakoHarnsgy (BKoyakum KOHTaKTHi
OaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MicUs 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLie3HaxXoMKEHHS1 MacTep-dhainna.
18. APKOKCIA® TabneTku, BKpUTI Mepk Wapni | LWBeliyapis BMPOGHUK IcnaHisa/ BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyernmom UA/10704/01/04
nNiBKOBOIO Joywm IAEA Hepo3dghacoBaHOl HigepnaHnan MaTepianis: 3miHu | TUny - 3MiHK WoAa0
060n0HKot0, Mo 120 6X NPOAYKLi, KOHTPO/b 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
Mr; M0 7 TabneTok y AKOCTI, NaKyBaHHA: BBegeHHA ab0 3MiHU [0 y3arasibHeHNX
6nictepi; no 1 dpoccT 16epuka, C.A., [aHux nNpo cuctemy hapmakoHarnsgy
6nicTepy y KapTOHHii Icnanis (BBEAEHHSA y3araslbHEHMX AaHKX NPO
Kopoo6Li nakyBaHHS, BUNYCK cuctemy dpapmakoHarniagy, smiHa
cepii: YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
Mepk Wapn i Joym B.B., 3[jiicHEHHs hapMakoHarnsaay; KOHTakTHOI
Higepnanan 0cobu 3 chapmakoHarnsagy 3asBHuKa A5
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iNCHEHHS]
hapMakoHarnaay (BK/1oHatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MicLsl 34iACHEHHSA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLle3Hax0oMKEHHS1 MacTep-haiina.
19. APMAAIH PO34MH ANA iH EKLINA, TOB HB® YkpaiHa BiANOBIgaNbHMIA 3a YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiHnx 3a peyenmom UA/9896/01/01
50 mr/mn no 2 mn B "MIKPOXIM" BMPOBHMUTBO Ta MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.

amnyni; no 5 amnyny
KaceTi; No 2 kaceTu B
nadui 3 KapToHy

KOHTpOnNb/
BUNPOGYBaHHS, He
BK/1O4AI0UM BUMYCK

cepit:
MpuBaTHe aKuioHepHe
TOBapuUCTBO "J1eKXim-
Xapkis",

[OTOBWIA NikapcbKuMii 3aci6. 3MiHK y
BMPOOHULITBI. 3amiHa abo BBeEHHSA
[04aTKOBOT AiNbHUL BUPOGHULTBA A4/15
YyacTuHM abo BCbOro BUPOBHNYOro npotecy
rOTOBOrO /iKapCbKOro 3acoby (AibHULSA, Ha
SKi NPOBOAATLCA 6y Ab-siKi BUPOOGHUYI
cTagii, 3a BUHATKOM BUNYCKY cepii,
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

YKpaiHa
BiANOBigabHUI 3a
BMPOGHMLTBO Ta
KOHTpONb/
BMNpoGyBaHHSA cepii,
BK/THOHAK0UM BUNYCK
cepit:

TOB HB® "MIKPOXIM",
YkpaiHa

KOHTPOJIH0 AKOCTi Ta BTOPUHHOTO MakKyBaHHS
051 CTEPUNBHUX NiKapCbknx 3acobiB
(BKNHOYAIOUM BUPOGEHI acenTuiHUM
MEeTOA0M), KPiM NikapCbkmx 3aco6iB

6i010r4YHOro/iMyHOOMNYHOTO NMOXOKEHHS)

BBE/[EHHSI 40A4ATKOBOI Ai/TbHUL
BMPOBHMLTBA [/151 BCbOTO BUPOBHMNYOrO
npoLecy rotToBoro nikapcbkoro 3acoby TOB

HB® "MIKPOXIM", BBeA€HHS 3MiH NPOTAroMm

3-x MicsILiB nicns 3aTBepopKeHHs. 3MiHu |
MRy - 3MiHM 3 AKOCTi. TOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpo6bHMLTBI. 3amiHa abo
BBEJEHHS 4,04AaTKOBOI Ai/IbHUL
BMPOOHULITBA A/15 YaCTUHU ab0 BCbOro

BMPOBGHNYOro NpoLecy roToBOro NikapcbKoro

3aco6y (4i1IbHUUA 4715 BTOPUHHOTO
naxkyBaHHs1) BBEAEHHSA A0AATKOBOT AifIbHULL

[N BTOPMHHOTO NakyBaHHSA BUMPOOYBaHHS,

TOB HB® "MIKPOXIM", YkpaiHa, 93000,
JlyraHcbka 061., M. Py6ixHe, Byn. JIeHiHa,
6ya. 33,

BBeneHHs 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPAKEHHA. 3MiHM | TMNY - 3MiHK 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3MiHa iMNopTepa/3aMiHu, LWo
CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPO/O
SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOGHMKA, L0 BignoBigae
3a BBE3EHHSA Ta/abo BMnyck cepi) -
Bktoyaroun KoHTposib/BUNpobyBaHHS cepil
BBE/leHHs1 A0AATKOBOI AiNbHUL, L0
BiANOBIAAE 3a KOHTPO/b/ BUNPOGYBaHHS,
TOB HB® "MIKPOXIM, Ykpaina, 93000,
JlyraHcbka 0611., M. Py6ixHe, Byn. JleHiHa,
6ya. 33, BBeeHHs 3MiH NpoTArom 3-x
MicsILiB Micnsi 3aTBepPAKEHHS.

20.

BANAHC
1,5%
rMoKo3un
1,75
MMO/IbIN
KAMbLO

pO34MH ANna
nepuToHeasIbHOro
nianizy no 2000 mn
a6o 2500 mny
CUCTeMI NOABINHOIO
[1BOKaMepHOro mitka
cTelieceiid; no 4
MiLLIKa Y KapTOHHIl
Kopo6Ui 3i CTMKepoM;

Ppe3seHiyc
Megvkan
Kep
Hoiunang
6X

HimeyunHa

®peseHiyc Megukan Kep
[Joiunang Mm6X

Himeyunna

BHECEHHS 3MiH [JO peecTpavjiitHmx
marepianis: 3miHu Il TMny - 3MiHK WoAao

6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.

BHeceHHs abo 3miHa(n) 0o 3060B'A3aHb Ta
YMOB BuJaui peecTpauiiiHoro nocBigyeHHs,
BK/IOYatoum MnaH ynpasniHHA pusukamm
(3acTocyBaHHSA 3MiH(M), siki(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBUMMU
[00aTKOBUM Ai@HNMK, L0 MaloTb

3a peyenmom

UA/16099/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
no 3000 mn y cuctemi HafaBaTUCA KOMMETEHTHUM OpraHomMm,
noABINHOro OCKIiNIbKN BUMaraeTbCs CyTTEBA OLiHKa
[IBOKaMepHOro Mmituka KOMNETEHTHUM OpraHoMm) - BUKOHaHHS
cnineceiidy; no 4 miwwka 3060B'A3aHb BIAMNOBIAHO A0 NigNyHKTY 1.8.2
Y KapTOHHI kopobLyj 3i nyHkTy 1.8 gogatky 5 o MNopagky
cTukepom; no 5000 mn NPOBeAEHHS eKcnepTusn peecTpaLiiHnx
y cucTeMi noAgiliHoro mMaTtepianis Ha nikapcbki 3acobu, LWwo
[BOKaMepHOro Milka noAalnTbCs Ha AepXaBHy peecTpavito
cnineceiidy; no 2 miwka (nepepeecTpaluiio), a TaKoX ekcnepTuan
Y KapTOHHIi1 kopobLyi 3i mMaTtepianis Npo BHECEHHSA 3MiH [0
CTUKEPOM peecTpauiiHnx matepianis NpoTarom gl
peecTpauiiiHoro NocBig4YeHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)
21. BANNAHC pO34uH Ans Ppe3seHiyc HimeuunHa | dpeseHiyc Megukan Kep HimeuunHa BHECEHHS 3MiH [JO peecTpavjiitHmx 3a peyenmom UA/16100/01/01
2,3% nepuToOHeas1bHOro Mepgukan [Joiunang Mm6X MaTepianis: 3MiHu |l TUNy - 3MiHM Woa0
FNHOKO3n nianizy no 2000 mn Kep 6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy.
1,75 a6o 2500 mny Hoiunang BHeceHHs abo 3miHa(n) 0o 3060B'A3aHb Ta
MMO/bIN cucTeMi NoABiiHOTo 6X YMOB BuJaui peecTpauiiiHoro nocBigyeHHs,
KANbLIO [BOKaMepHOoro Milka BK/tOYaouy MnaH ynpas/iHHA pu3nkamu
cTelieceiid; no 4 (3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
MiLLIKa Y KapTOHHIl NoAasbLIOro 06r'pyHTYBaHHSA HOBMMMU
KOpOOGLii 3i CTUKEPOM; [00aTKOBUM Ai@HNMK, Lo MatoTb
no 3000 mn y cuctemi HafaBaTUCA KOMMETEHTHUM OpraHom,
noABiNHOro OCKINIbK/ BUMaraeTbCs CyTTEBA OLiHKa
[IBOKaMepHOro Mmika KOMNETEHTHUM OpraHoMm) - BUKOHaHHS
cnineceiidy; no 4 miwka 3060B'A3aHb BIAMNOBIAHO A0 NigNyHKTY 1.8.2
Y KapTOHHIi kopobuj 3i nyHkTy 1.8 gogatky 5 o MNopagky
cTukepom; no 5000 mn NpOBELEHHS eKCNepTu3n peecTpauiiHmnx
y cucTeMi noagiliHoro mMaTepianis Ha nikapcbki 3acobu, LWwo
[BOKaMepHOro Milka noAaloTbCs Ha AepXaBHy peecTpavito
cnineceiidy; no 2 miwka (nepepeecTpadito), a Takox ekcnepTnsu
Y KapTOHHIi1 kopobLyj 3i mMaTtepianis Npo BHECEHHS 3MiH A0
CTUKEPOM peecTpauiiHnx matepianis NpoTarom gl
peecTpauiiHoro NocBig4YeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakasy MO3
Bif 23.07.2015 Ne 460)
22. BA/TAHC po34uH Ans ®peseHiyc HimeuunHa | ®peseniyc Megukan Kep HimeuunHa BHECEHHS 3MiH [0 peecTpayiiHnx 3a peyenmom UA/16101/01/01
4,25% nepuToOHeasIbHOro Megvkan [Lonunang Mv6X mMaTepianis: 3MiHu |l Tuny - 3MiHN WoA0
FNHOKO3n nianizy no 2000 mn Kep 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
1,75 abo 2500 mny [Loviunang, BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
MMOnbInN cuCTeMi NOABINHOIO 6X YMOB BuZaui peecTpaw,iiHoro nocBigyeHHs,

KANbLIKO

[IBOKAMepHOro Millka

BK/toYaroum MnaH ynpasniHHA pyU3nkamm
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
cTelieceiid; no 4 (3acTocyBaHHsA 3MiH(M), siKi(a) BUMaratoTb(€)
MiLLIKa Y KapPTOHHIl NoAasbLIOro 06r'pyHTYBaHHSA HOBMMMU
KOpOOGLii 3i CTUKEPOM; [04aTKOBUM JaHUMW, LLIO MaloTb
no 3000 mn y cuctemi HafaBaTUCA KOMMETEHTHUM OpraHomMm,
noABiNHOro OCKINIbKN BUMaraeTbCs CyTTEBA OLiHKa
[IBOKaMepHOro Mmika KOMMNETEHTHUM OpraHoMm) - BUKOHaHHS
cnineceiidy; no 4 miwwka 3060B'A3aHb BIAMNOBIAHO A0 NigNyHKTY 1.8.2
Y KapTOHHI kopobLyj 3i nyHkTy 1.8 gogatky 5 o MNopagky
cTukepom; no 5000 mn NPOBeAEHHS eKcnepTnsn peecTpaLiiHmnx
y cucTeMi noagiliHoro mMaTtepianis Ha nikapcbki 3acobu, Wwo
[BOKaMepHOro Milka noAalnTbCs Ha AepXaBHy peecTpavito
cnineceiidy; no 2 miwka (nepepeecTpauiio), a TaKoX ekcnepTuan
Y KapTOHHIi1 kopobLyi 3i mMaTtepianis Npo BHECEHHSA 3MiH [0
CTUKEPOM peecTpauiiHnx matepianis NpoTarom gl
peecTpauiiHoro NocBig4YeHHs,
3aTBepKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)
23. BEHAAMYCB | nopoLuok ans Mictpan AHrnis [oxi | dapmacbroTikasc, Bonrapis/ BHECEHHS 3MiH [J0 peecTpaLjiitHmx 3a peyenmom UA/16512/01/01
ICTA NPUroTyBaHHA Kenitan Nta, Bonrapis Yecbka mMarepianis: 3MiHu | TURY - 3MiHN LWOAO
KOHUeHTpaTy ans MeHexmeH (BTOpUHHE NakKyBaHHSA); Pecny6nika/ | 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
NPUroTyBaHHSA T NimiTepq, OHKOME[, MaHypeKTypiHr IcnaHis BBefeHHSA abo 3MiHM [0 y3arasibHeHNX
pO3unHy ANns iHdysil a.c., Yecbka Pecnybnika [aHvx npo cuctemy thapmakoHarnsgy
no 25 mr; 1 donakoH 3 (BpOGHMLTBO, (BBEAEHHSA y3araslbHEHNX AaHUX Npo
NOpPOLLKOM B nakysaHHs); CIHTOH cuctemy hapmakoHarnsgy, 3miHa
KapTOHHI/ KopoobLi c.p.o.Yecbka YNOBHOB&XEHOI 0CO6Y, BiANOBIAA/IbHOI 3a
Pecnybnika 3[iiCHeHHs1 hapmakoHarnagy; KOHTakTHOI
(BignoBifanbHWiA 3a ocobu 3 hapmakoHarnsgy 3asBHuUKa A5
BUNycK cepii); CiHTOH 3fiicHeHHs hapmakoHarnsgy B YkpaiHi,
XicnaHiq, C.J1., IcnaHia AKLWO BOHA BiAMiHHA Bif, YyNOBHOBaXXEHOT
(BignoBifanbHWiA 3a 0oco6u, BiAMNoOBIAasIbHOI 3a 3AiACHEHHS
BWMYCK cepil) thapmakoHarnsgy (Bkovaoum KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M, BiAMNOBIAa/IbHOT 32
hapmakoHarnag;
[Oitova pepakuin: Ay6ay TeTaHa BikTopiBHa;
MponoHoBaHa pepakuis: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a hapmakoHarnag. 3MiHa
Micus 3AiiCHeHHA OCHOBHOI Aisi/TbHOCTI 3
hapmakoHarnagy. 3miHa
MicLie3HaXOo[KEHHS MacTep-gaiia
24. BEHOAMYCB | nopoLllok ans MicTpan AHrnis [xi | dapmacbloTikasc, Bonrapisi/ BHECEHHS 3MiH 0 PeECTPALiiHNX 3a peyenmom UA/16512/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
ICTA NPUroTyBaHHSA Kenitan N, Bonrapis Yecbka MaTepianis: 3miHu | Tuny - 3MiHK WoOA0
KOHUEeHTpaTy Ans MeHexmeH (BTOPUHHE NakyBaHHs); Pecny6nika/ | 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsagy.
NPUroTyBaHHs T NlimiTeq, OHKOMe[, MaHyheKTypiHr Icnanis BBeaeHHs abo 3MiHM [0 y3aranbHeHux
pO34uHy aNs iHgy3il a.c., Uecbka Pecny6nika [aHux npo cuctemy dapmakoHarnsgy
no 100 mr; 1 chniakoH 3 (BUPOGHMLTBO, (BBEAEHHSA y3araslbHEHNX AAHUX NPO
NMOPOLLKOM B nakyBaHHs); CiHTOH cucTemy chapmakoHarnsay, 3miHa
KapTOHHIlA KOpooLi c.p.o.Yecbka YNOBHOB&XEHOT 0cobu, BiANOBIAa/IbHOT 3a
Pecny6nika 3[iliCHEHHST (papMaKoHarnsay; KOHTaKTHOI
(BignoBigansHWii 3a oco6u 3 chapmakoHarnsay 3asBHVKa AN
Bunyck cepii); CiIHTOH 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi,
XicnaHis, C.J1., Icnanis AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
(BignoBigansHwii 3a oco6w, BignoBiAa/IbHOI 3a 3AiACHEHHS]
BUNYCK cepil) hapmMakoHarnagy (BK/iovaroUm KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0cobu, BiANOBIAa/IbHOI 3a
hapmakoHarnag;
[itoua pepaxkuis: llybay TeTsHa BikTopiBHa;
MponoHoBaHa pepakuin: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHvX yNoBHOBaXeHOI 0cobu,
BignoBigasibHOI 3a (hapMakoHarnsg. 3miHa
MiCLS 3AiACHEHHS OCHOBHOI AiSNbHOCTI 3
hapmakoHarnsgy. 3miHa
MiCLIe3HaXO/DKEHHS MacTep-daiina
25. BEHOAMYCT | nopoLuok ans Mictpan AHrnis CiHpaH ®apma C.P.J1. PymyHis BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/15258/01/01
NH-BICTA NPUroTyBaHHSA Kenitan MaTtepianis: 3miHu | TUny - 3MiHK WoA0
KOHUEeHTpaTy ans MeHexmeH 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
NPUroTyBaHHA T NlimiTeq, BBeaeHHs abo 3MiHU [0 y3arasibHeHNX

pO34uHy A5 iHdy3il,
2,5 mr/mn, no 25 mr
a6o no 100 mr
NOPOLLKY Y dhNakoHi;
no 1 cpnakoHy y
KapTOHHI/ KopoobLi

[aHuX npo cuctemy dapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3MjliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoUm KOHTaKTHI
AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsag: Aitoya pepakuis: Qy6ay
TeTsHa BikTopiBHa; MponoHoBaHa pefakuis:
CotHikoBa CgiTnaHa BikTopiBHa. 3MiHa
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0cobMu,
BiANOBiAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicUs 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLie3HaxXoMKEHHSI MacTep-dainna.
26. BICENTON® Tabnetkn no 100 AT "Apamep, Monblwa Mab'AHiLbKuiA Monbwa BHECEHHS 3MiH 40 peecTpavyinHmx 3a peyernmom UA/3027/01/01
Mmr/20 mr no 20 dapma" hapmaLeBTUYHII 3aBOS, MaTepianis: 3MiHu | TUNY - 3MiHW BHECEHO A0
Tabnetok y 6nictepi; Monbcha A.T. IHCTPYKUiT N8 MEeAWNYHOro 3aCTOCYBaHHS
no 1 6nictepy B nikapcbKoro 3acoby Ao po3ainis "Bsaemogis
KapTOHHIA KopobLi, no 3 HWMMK fiKapCbKMMK 3acobamu Ta iHLWi
1000 Tabnetok y BVAN B3aemogiin”, "OcobnmsocTi
MeTanesomy 3acTocyBaHHA" BiAMNOBIAHO A0 OHOBNEHOT
KOHTEliHepi iHbopMmawii 3 6e3nekun Ait4oi pevyoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
27. BICENTONI® Tabnetkn no 400 AT "Apamepn MonbLia Ma6'aHiLbKui MonbLia BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/3027/01/02
mr/80 mr; no 20 dapma" hapMauEeBTUYHWI 3aBOg, mMaTepianis: 3MiHu | TUNY - 3MiHW BHECEHO A0
Tabnetok y 6nictepi; Monbha A.T. IHCTPYKUIT A5 MEANYHOr0 3aCTOCYBaHHS
no 1 6nictepy B nikapcbkoro 3acoby Ao po3ginis "Bsaemogis
KapTOHHI KopobLi, No 3 iHWMMK MiKapCbKMMK 3acobamu Ta iHLWi
14 TabneTok B BMAM B3aemogiin”, "OcobnmBocTi
6nicTepi, no 1 3acTocyBaHHsA" BiANOBIAHO A0 OHOBMEHOI
61icTepy B KapTOHHIl iHchopmawii 3 6e3nekun Ajik4oi Ppe4OBUHN.
Kopo6ui, no 1000 BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
TabneTok y 3aTBEPAKEHHS
mMeTanieBoMy
KOHTeliHepi
28. BOHEBICTA PO34MH ANa iH exuin, 1 Mictpan AHrnis BMPO6HMLTBO bulk, Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiHnx 3a peyenmom UA/16927/01/01
mr/mn no 3 mn B Kenitan nepByHHE Ta BTOPYHHE Benebrisi/ mMarepianis: TeXHiYHa nomwuska (3rigHo
nonepegHL0 MeHexmeH nakysaHHs: Esep ®apma IcnaHis Haka3y MO3 Big 23.07.2015 Ne 460);
HarnoBHEHOMY LLUNPULL; T NimiTepq, Ixen T'm6X, HimeuunHa 3aTBeppKeHO: NPO30pWiA, NPaKTUYHO
no 1 nonepegHbL0 BTOPUHHE NaKyBaHHs: Bi/IbHUIA Bif, YacToK 6e36apBHNIA PO3UNH;
HarnoBHEHOMY LINPULY EHecTia Bengpxutym 3anponoHoBaHO: NPO30pPWiA, NPaKTUYHO
B KOMIEKTI 3 FO/IKOIO B H.B., Benbrisa Bi/TbHWI Bif, YacToK 6€36apBHUI PO3UNH Y
KOHTYPHIli YapyHKOBIi BWMYCK Cepil: npo3opomy 6e36apBHOMY CKISSHOMY LUMPUL
ynakoBLji B nauLii CiHTOH XicnaHis, C.J1., 3 NOpPLUHEM, LUTOKOM MOPLLUHSA | KOBNAYKOM, 3
Icnanis ro/fikoo. 3a3HaveHe BUMpaBeHHsA
BiANOBigae MaTepianam peecTpauiiHoro
[0Cbe
29. BOPTE3O0BIC | nopowiok gns MicTpan AHrnis CiHTOH XicnaHis, C.J1., Icnanis/ BHECEHHS 3MiH 40 PEECTPALiiHNX 3a peyenmom UA/16621/01/02
TA NPUroTyBaHHs Kenitan Icnanis Yecbka Marepianis: 3MiHu | TURY - 3MiHK LWOA0
PO34UHY AN151 iH EKLil MeHexmeH CiHTOH c.p.0., Yecbka Pecny6nika/ | 6e3neku/edekTVBHOCTI Ta hapMakoHarniagy.
no 1 mr; 1 conakoH 3 T NlimiTeq, Pecny6nika Bonrapis BeeaeHHs abo 3MiHU [0 y3aranbHeHuX
MOPOLLKOM Y OHkomep, JaHux npo cuctemy dapmMmakoHarnagy

KapTOHHI/ KOpoo6Li

MaHyekTypiHr a.c.,

(BBEAEHHS y3araslbHeHUX JaHUX Npo
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

Yecbka Pecny6nika
[xi | dapmacbioTikanc
NTa, Bonrapis

cuctemy hapmakoHarnsagy, 3amiHa
YNOBHOB&XEHOT 0CO6M, BiAMNOBIAa/IbHOI 32
34iiCHEeHHSs1 dhapMakoHarisay; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHuka gns
3fiicHeHHs hapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT
0co6u, BiANOBIAa/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (Bkovarum KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MileHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M, BiAMOBIAa/IbHOI 32
thapmakoHarnag;: fitoua pegakuis: Jy6au
TeTaHa BikTopiBHa; MNMponoHoBaHa pejakuis:
CotHikoBa CsiT/iaHa BikTopiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0cobwm,
BignoBigasibHOI 3a (hapMakoHarnsg. 3miHa
MiCLS 3AiACHEHHS OCHOBHOI AiSNbHOCTI 3
hapmakoHarnsgy. 3miHa
MiCLLe3HaXOKEHHSI MacTep-doaiina.

30.

BA3SOKET®

Tabnetkun no 600 mr
Ne 30 (15x2) y
6nictepax

CrpareH
dapma CA

LLBeiuapis

dapmeans Jlabopartyap

PpaHuin

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHK | TUNY - HaAAHHSA HOBOTrO
cepTudpikaTa BignoBiaHOCTI EBponeiichkiit
hapmakonei Ne RO-CEP 2014-104-Rev 02
onsa A®I giocmiHy Big, BXe 3aTBepIKEHOro

BUPOBHMKA

6e3 peyenma

UA/4403/01/01

31.

BITAKAIN

Kancynu m'ski no 10
Kancyn y 6nictepi; no
3 6nictepu B
KapTOHHII ynakoBL;
no 10 kancyny
6nictepi, no 1
61icTepy B KapTOHHIl
ynakoBLi; no 6 a6o 10
YNaKkoBOK Y KapTOHHilA
Kopobu,i

Mera
NavicpcaiieH
ci3 Mabnik
Komnawi
Nimiten

TainaHg

Mera NaidcarieHci3
Mabnik KomnaHi Nimites

TainaHg

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTtepianis: 3miHu | TUny - 3MiHK WoA0

6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.

BBegeHHsA abo 3MiHW [0 y3arasibHeHNX
[JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarssgy, 3miHa
YMNOBHOBaXeHOT 0cobw, BignoBifanbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
0cobu 3 thapmakoHarnsagy 3asBHuKa 41s
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
ocobw, BignoBiga/IbHOI 3a 34iNCHEHHST
hapmMakoHarnagy (BK/1to4atoUm KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MiLLieHHi MacTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0co6w,
BiANOBIAa/IbHOI 3a (hapmakoHarnsg, s
YKpaiHi.

6e3 peyenma

UA/6950/01/01

32.

BITA-

TabneTkun no 3 mr; no

AT

YKpaiHa

AT "KUIBCbKUI

YKpaiHa

BHECEHHS 3MiH 10 peecTpaliinHmx

3a peyenmom

UA/7898/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
MENATOHIH 10 TabneTok y "KUIBCbKW BITAMIHHW 3ABOA" mMaTtepianis: 3MiHu | TNy - 3MiHa pPo3mipy
® 6nictepi; no 3 " cepii (BKIKOYaKOUM gianasoH po3mipy cepir)
6nictepy B navui BITAMIHHN rOTOBOrO JliKapCbKOro 3acoby - BBEAEHHS
" 3ABOA" [04aTKOBKX PO3MIpIiB cepii roToBOro
nNiKapcbKoro 3acoby; 3anponoHoBaHo: 1A
ynakoBku Ne 30 11 000 yn. joaaTkoBuii
po3mMip cepii 44 000 yn.
33. FABICKOH® TabneTkn XyBaslbHi; PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/6865/02/01
M'ATHI no 8 TabneTtok y BeHkizep BpuTaHis Xenckep (KOKeid) BpuTaHis MaTtepianis: 3miHu | TUny - 3MiHW WoA0
TABNETKA 6nictepi; no 2 abo no Xenckep Nimiten 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
3 6nictepu B (FOKein) BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
KapTOHHI Kopobuj; no Nimiten OaHux npo cuctemy papmakoHarnsgy
16 TabneTok y (BBEAEHHSA y3araslbHEHNX AaHWX NPO
KOHTeliHepax. cuctemy chapmakoHarnisgy, 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoum KOHTaKTHI
AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BifgnoBiganbHOI
3a 3fjiicHeHHs1 hapMakoHarnsay B YkpaiHi:
[itoua pepakuis: Hatania Watposa.
MponoHoBaHa pepakuisi: TeTaHa [y6ay.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0cobu
3asBHMKA, BIANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakoHarnsay B YKpaiHi.
34. FABICKOH® CyCneHsisi opaibHa; PekkiTT Benuvka PekkiTT BeHkizep Benuvka BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/13393/01/01
noABIAHOI no 150 mny BeHkizep BpuTaHia Xenckep (KOKeit) BpuTaHis MaTepianis: 3miHu | TMny - 3MiHK WoA0
Jill} hnakoHax; no 10 mny Xenckep Nimiteq 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
calue; no 10, 12, 20 (HOKeit) BeefeHHs abo 3MiHU [0 y3arasibHeHNX
abo 24 cawey Nimiteq OaHuX Npo cuctemy dhapmakoHarisgy

KapTOHHilA Kopoo6Li

(BBEAEHHSA y3araslbHEHUX AaHKX NPo
cuctemy hapMmakoHarniagy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BifgnoBiganbHOI 3a
3iiCHEeHHS1 hapMakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy 3asBHuKa 415
3[ilicCHEHHS1 dpapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YNOBHOBaXEHOI
oco6u, BiANoBIfabHOI 3a 3AiACHEHHS
hapMakoHarnsay (BK/IoHatoum KOHTaKTHI
naHi) Ta/abo 3mMiHM Yy po3MillleHHI MacTep-
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CObM 3asiBHUKA, BiANOBIAA/IbHOI
3a 3[jficHeHHs hapMakoHarnsay B YkpaiHi:
[itova pepakuin: Hatania Watposa.
MponoHoBaHa pepakuis: TeTaHa Jy6au.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bu
3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy B Ykpaii.

35.

FABICKOH®
MONMYHUYHI
TABNETKN

TabneTKn XyBaslbHi;
no 8 TabneTok y
6nicTepi; no 2 abo no
3 6nictepu y
KapTOHHIA KopooLi

PekkiTT
BeHkizep
Xenckep

(HOKen)
Nimiteq

Benuka
BpuTaHis

BMPOGHMLTBO in bulk,
nakyBaHHs1, KOHTPO/Tb
npv BUNYCKY, BUMYCK
cepii:
PekkiTT BeHkizep
Xenckep (KOKeit)
Nimiteq, Benvka
BpuTaHis;
BTOPUHHE MaKyBaHHS:
dapmallac FOKeit
NimiTen, Benuka
BputaHis

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: 3miHu | TUny - 3MiHK WoAa0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHA ab0 3MiHM [0 y3arasibHEHNX
[aHnx nNpo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHKX NPO
cuctemy chapmakoHarniagy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
3[jiicHEHHSA hapMakoHarnsaay; KOHTakTHOI
0cobu 3 chapmakoHarnsagy 3asBHuKa A5
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iNCHEHHS]
hapMakoHarnaay (BK/1oHatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asBHMKA, BigNOBIgabHOI
3a 3fjficHeHHs hapmakoHarnaay B YkpaiHi:
[itova pepakuia: OneHa Boesoga.
MponoHoBaHa pepakuin: TeTaHa Jy6au.
3MiHa KOHTaKTHUX AaHNX KOHTaKkTHOI 0cobu
3as1BHMKA, BignoBigasibHOI 3a 34iACHEHHSI
hapmakoHarniagy B YKpaii.

6e3 peyenma

UA/9210/01/01

36.

FABICKOH®IN
OJBIVHOI Aji

TabneTkn XyBaslbHi;
no 8 TabneTtok y
6nictepi; no 2 abo no
3 6nictepu B
KapTOHHilA Kopoo6Li

PexkkiTT
BeHkizep
Xenckep

(FOKein)
Nimiten

Benuka
BpuTaHis

PekkiTT BeHkizep
Xenckep (HOKei)
Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTtepianis: 3miHu | TUny - 3MiHW WoAa0
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.
BBegeHHsA abo 3MiHW [0 y3arasibHeHNX
[JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarsisgy, amiHa
YMNOBHOBaXeHOT 0cobu, BignoBifanbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
0cobu 3 thapmakoHarnsagy 3asBHuKa 4s
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
ocobw, BignoBiga/IbHOI 3a 34iCHEHHS]
thapmakoHarnsay (BKAKYar4yM KOHTaKTHI

6e3 peyenma

UA/13353/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

OaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA, BignoBigabHOI
3a 3[jficHeHHs1 hapMakoHarnsay B YkpaiHi:
[itoua pepakuis: Hatania Watposa.
MponoHoBaHa pepakuis: TeTaHa [y6ay.
3MiHa KOHTaKTHUX faHWUX KOHTaKTHOI 0co6u
3asBHMKA, BIANOBIAA/ILHOI 3@ 34iiCHEHHS
chapmakoHarsisgy B YKpaii.

37.

FASIBA®

KOHLieHTpaT Ans
pO3unHy ANns iHdysil
no 1000 mr/40 mn, no
40 mn y cpnakoHi, no 1
h1aKoHy Y KapTOHHIl
KopoobLi

®.XohpmaH
H-/13 Pow
nTg,

Lseiiuapis

BupobHuuTBO
Hepo3dacoBaHol
NPOAYKLii, NepBUHHE
nakyBaHHs1,
BMNpPOOYyBaHHSA
KOHTPO/O AKOCTI:
Pow fdiarHocTuke MmM6X,
HimeuunHa,;
BTopvHHE nakyBaHHS,
BUNYyCK cepil:
®.XothbdpmaHH-/15 PoLu
Ntp, Weeiiuapis

Himeuunna/
LLisefiuapis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUNYy: AAMiHICTpPaTUBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo aapecu
MicLs NPOBaMKEHHS AiSiSIbHOCTI
BMPO6GHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, BKHOYAKUN [i/TbHUL BUNYCKY cepil
a60 Micue NpoBefeHHA KOHTPOSIHO SAKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BUPOGHMK/iIMNOPTEp, BK/IOYAKOUN BUMYCK
cepiii) - 3MiHa Ha3BW i agpecy (3 PUANYHOI
Ha hakTnyHy) BUpo6Huka M3
®.XohpmaHH-/1a Pow /T4,
BiANOBIAA/ILHOIO 3a BUNYCK cepii, 63 3MiHK
MiCL BUPO6HMLTBA. 3MiHN BHECEHI B
IHCTPYKLi0 AN MeANYHOTO 3aCTOCYBaHHS
LLLOZ10 HaliMEeHYBaHHS Ta MiCLIe3HaXOKEeHHS
BMPOGHMKA, SIK HACNIAOK — BiANOBIAHI 3MiHN Y
TEKCT MapKyBaHHS YNakoBKV NikapCbKoro
3acoby (BBeaeHHs 3MiH NpoTAroMm 6-Tn
MicsLiB NiCNsA 3aTBEPAYKEHHS); 3MiHU | Tuny:
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBa)KEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro Jlikapcbkoro
3acoby, BKIYaUM AinbHULI BUNYCKy cepii
ab0 Micue NpPoBeAEHHSI KOHTPOSIHO SIKOCTI.
(aisnbHICTb, 3a SAKy BignoBigae
BUPOGHMK/IMNOPTEP, HE BK/IOYAKOYM BUMYCK
cepiit) - 3MiHa Ha3BW BMPOOHUKA,
BiANOBIA&/IbHOrO 3a BUPOGHNLTBO
Hepo3hacoBaHOI NPOAYKLii, NepBUHHE
nakyBaHHs, BUNPoOYyBaHHSA KOHTPOSIKO AKOCTI,
6e3 3MiHU MicLsa BUpo6HMLTBa 3 PoLu
[LiarHocTrke Mm6X, HimeyunHa Ha Pow
[iarnoctuke MM6X (BBeAeHHS 3MiH
nNpoTArom 6-Tn MicauiB nicns

3a peyenmom

UA/14232/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

3aTBEPKEHHS); 3MiHM | Tvny:
ALMIHICTPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHSA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /likapcbKoro
3ac00y, BKIOYAKUN [i/TbHUL BUNYCKY cepil
a60 Micue npoBefieHHA KOHTPO/HO SAKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, HEe BK/TOYAKOUM BUMYCK
cepii) - 3MiHa Ha3BW Ta afpecy BUPOOHUKa,
BiANOBIA&/IbHOrO 3a BTOPVHHE NaKyBaHHS,
6e3 3MiHu MicLsa BUpo6HMLTBa (BBEAEHHS
3MiH NPOTAroMm 6-Tu MicAUiB nicns
3aTBEPKEHHS)

38.

FANTAPA

Kancynu Teepai no 75
Mr no 14 kancyn B
6nictepi; no 1 a6o 2
6nicTepy B KApTOHHii
Kopobui

YOPN[
MEAVLIH
INIAY CAH.
BE TIAX.

AL

TypeuunHa

YOPN A, MEALWH
INIAY CAH. BE TILX.
AL

TypeuunHa

BHECEHHS 3MiH O peecTpavyiinHmx
MaTepianis: 3miHu | TMny - 3MiHK WOA0
6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX
[JaHux npo cuctemy apmMakoHarnagy
(BBEAEHHS y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnsagy, 3miHa
YNOBHOB&XEHOT 0cobu, BiANOBIAa/ILHOI 3a
3[jificCHEHHA hapMakoHarnsaay; KOHTaKkTHOI
ocobu 3 chapmakoHarnagy 3asBHuka gns
3pjificHeHHs1 hapMakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeEHOT
oco6w, BignoBiAa/bHOI 3a 3AjiACHEHHS
hapmakoHarnagy (BK/I4arum KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U BiANOBIAaLHOI 3a
hapmakoHarnag;

[itoua pepakuis: XioceliH ToHisni / Mr.
Huseyin Tonyali. MponoHoBaHa pejakuis:
Mescim Inbk6axap fAiHuens / Mrs. Mevsim
llkbahar Dincel. 3miHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0cobu, BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0co6Mu, BiAnoBiganbHOI 3a
thapmakoHarnag. 3MiHa Micusa 34iCHEHHS!
OCHOBHOI fiSi/IbHOCTI 3 dapmakoHarnsgy.
3MiHa MicLie3HaxoMKeHHs1 MacTep-haina.

3a peyenmom

UA/16529/01/01

39.

FANAPA

Kancysu Teepai no
150 mr no 14 kancyn B
6nictepi; no 1 a6o 2

YOPN[
MEAVLIVH
INIAY CAH.

TypeyunHa

YOPNJ, MEAVLIH
INIAY CAH. BE TIIX.
ALl

TypeyunHa

BHECEHHS 3MiH 1O peecTpaLifiHnx
MaTepianis: 3miHu | TMny - 3MiHK WoA0

6e3nekn/edekTMBHOCTI Ta ddapMakoHarnsay.

3a peyenmom

UA/16529/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
6nicTepy B KApTOHHii BE TIOXK. BBefieHHA abo 3MiHM [0 y3ara/ibHeHNX
Kopobui A.L AaHux nNpo cuctemy hapmakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO
cucTemy chapmakoHarnagy, amiHa
YNOBHOB&XXEHOT 0CO6MU, BigNOBigabHOI 3a
34iiCHEeHHSs1 dhapMakoHarisay; KOHTaKkTHOT
0co6u 3 chapmakoHarnagy 3asBHuka 415
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6u, BiANoBIfabHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKovaym KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U BiANOBIAaNLHOI 3a
thapmakoHarnag;:
[itoua pepakuisi: XtoceliH ToHisini / Mr.
Huseyin Tonyali. NMponoHoBaHa peAakuis:
MeBcim Inbk6axap fAiHuens / Mrs. Mevsim
llkbahar Dincel. 3mMiHa KOHTaKTHUX gaHUX
YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
dhapmakoHarnsag. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0cO6M, BiANOBiAaNbHOI 3a
hapmakoHarnsg. 3miHa Micus 34ilCHEeHHS
OCHOBHOI AiSi/TbHOCTi 3 ddapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-daiina.
40. FEMOTPAH® | po3uviH Ans iH'ekuii, MAT YkpaiHa MAT "dapmax” YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/13975/01/01
50 mr/mn no 5 mn B "®apmak” mMartepianis: 3MiHu | TUNy - BBEAEHHSA
amnyni; no 5 amnyny [04aTKOBMX PO3MIpIiB cepii roToBOro
6nicTepi; no 1 abo 2 nikapcbkoro 3acoby. MNponoHoBaHa pefakuis
6nicTepy B navui 3 106 n (20 000 amn.), 475 n (90 000 amn.),
KapToHy 750 n (142 000 amn.), 950 n (179 000 awmn.),
1060 n1 (200 000 amn.)
41. FEMOTPAH® | po3uvH Ans iH'eKUil, MAT YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/13975/01/02
100 mr/mn, no 5 mn "dapmak” marepianis: 3MiHu | TUNY - BBEAEHHSA
a6o no 10 mn B [04aTKOBMX PO3MIpIB cepil roTOBOro
amnyni; no 5 amnyny nikapcbkoro 3acoby. lNponoHoBaHa pejakuis
6nicTepi; no 1 abo 2 106 n (20 000 amn.), 475 n (90 000 amn.),
6nicTepy B nauui 3 750 n (142 000 amn.), 950 n (179 000 amn.),
KapTOHY 1060 n (200 000 amn.)
42, FEMO®EPOH | po34vH opasibHuili no CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 peecTpaviintHmx 6e3 peyenma UA/7567/01/01
200 mn y dpriakoHi; no YKpaiHCbKO- icnaHcbke MignpuemMcTso mMarepianis: 3mMiHu | TMny - nogaHHsA
1 chnakoHy 3 MipHUM icnaHcbke "CMEPKO YKPAIHA" OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI
CcTakaHuMkom Ta/abo nignpvemcTs €sponelicbkiii hbapmakonei Ne R1-CEP
nosytounm wnpuuomy | o "CMNEPKO 1996-045-Rev 03 ans f4jitoy0i pevyoBUHN
nayi 3 KapTOHY YKPAIHA" Folic acid hydrate Big, Bxe 3aTBepAkeHoro
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

BUPOGHMKA

43.

FTEMUUTABIH
-BICTA

NOPOLLIOK
niochinizoBaHuin ans
PO34UHy aNs iHgy3il
no 200 mr, 1 chiakoH 3
MOPOLUKOM B
KapTOHHIA KopooLi

MicTpan
Kenitan
MeHexmeH
T NlimiTeq,

AHrnis

AkTasic ITania C.n.A

ITanis

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3MiHu | TUny - 3MiHK WoA0

6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.

BeeaeHHs abo 3MiHU [0 y3arasibHeHNX
[aHux npo cuctemy dhapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarnsgy, 3miHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3MjliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BK/1o4atoum KOHTaKTHI
AaHi) Ta/abo 3MiHV Yy po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3piicHeHHst hapmakoHarnsgy: fitoya
pegakuis: ly6ay TeTsiHa BikTopiBHa,;
MponoHoBaHa pepakuis: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[JaHvX yroBHOB&XeHOI 0ocobu,
BiANOBiAa/IbHOT 3a hapmakoHarnsag. 3MmiHa
MicLsl 34iACHEHHSA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLle3Hax0oMKEHHS1 MacTep-haiina.

3a peyernmom

UA/14136/01/01

FEMUUTABIH
-BICTA

NOPOLLIOK
niocpinisoBaHuii gns
pO34uHy ANs iHgys3il
no 1000 mr 1 donakoH
3 MOPOLLKOM B
KapTOHHilA Kopoo6Li

MicTpan
Kenitan
MeHegxmeH
T NlimiTeq,

AHrnis

AkTasic ITania C.n.A.

ITanis

BHECEHHS 3MiH 1O peecTpaLiiHnx
MaTepianis: 3miHu | TMny - 3MiHK WoA0

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

BBeaeHHs ab0o 3MiHU A0 y3arasbHeHNX
[JaHvx npo cuctemy dapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPo
cuctemy hapMakoHarnagy, amiHa
YMOBHOBaXXEHOT 0CO6M, BignoBiganLHOI 3a
3iiCHEeHHS1 hapMakoHarnsay; KOHTaKTHOI
ocobu 3 thapmakoHarnsgy 3asBHuKa 415
3[ilicCHEeHHS1 dpapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YNOBHOBaXEHOI
oco6u, BiANoBIfa/IbHOI 3a 3AiICHEHHS
hapMakoHarnsay (BK/IYatoum KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-
thaiitna cuctemu chapmakoHarnsgy) 3viHa
YMOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3AilicHeHHs1 papMakoHarnsay: ditoya

3a peyenmom

UA/14136/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
pepakuis: y6ay TeTsaHa BikTopiBHa,;
MponoHoBaHa pepgakuis: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHuX YyrnoBHOBaXEHOT 0cobu,
BiANOBiAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicUs 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLie3HaxXoMKEHHS1 MacTep-dainna.
45, FEMUWUTABIH | nopotuok MicTpan AHrniA AkTasic ITanis C.n.A. ITanis BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyernmom UA/14136/01/03
-BICTA niochinizoBaHuin ans Kenitan MaTepianis: 3miHu | TUny - 3MiHK WoAa0
PO3uMHy ans iHdysii MeHepxmeH 6e3nekn/edhekTVBHOCTI Ta papMakoHarnaay.
no 2000 mr 1 dpniakoH T NlimiTeq, BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
3 NMOPOLLKOM B [aHux Npo cuctemy chapmakoHarnsgy
KapTOHHI/ KopoobLi (BBEAEHHSA y3araslbHEHMX AaHKX NPO
cuctemy chapmakoHarniagy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
3[jiicHEHHSA hapMakoHarnsaay; KOHTakTHOI
0cobu 3 chapmakoHarnsagy 3asBHuKa A5
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iNCHEHHS]
hapMakoHarnaay (BK/1oHatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
3piicHeHHs hapmakoHarnsagy: firoya
pepakuis: flybau TeTaHa BikTopiBHa;
MponoHoBaHa pepakuis: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHVX YNoBHOBaXeHOI 0cobu,
BiANOBIAa/ILHOT 3a hapmakoHarnsag. 3MiHa
MiCLS 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaX0KEHHS1 MacTep-doaiina.
46. FMAPOKCUET | nopollok (cybcTaHuis) TOB YkpaiHa ®peseHiyc Kabi ABCTpisi ABCTpist BHECEHHS 3MiH [0 peecTpauiiHnX - UA/12503/01/01
mn B MiLLIKax "®eniuara M6X mMaTtepianis: 3MiHu | TUNY - AAMIHICTPaTUBHI
KPOXMA/b nonieTuNeHoBMX YKpaiHa" 3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo aapecu
200/0,5 NamMiHOBaHNX 3as1BHMKa (B/1aCHMKa peecTpawiiHoro
aIOMIHIEM A5 NocBiJYeHHs) - 3MiHa agpecu
BMPOGHULITBA
CTEPUIbHUX
Nikapcbknx popm
47. riNOBA kancynu no 40 mr no Mera TainaHg, BUPO6HMK in bulk, TainaHg BHECEHHS 3MiH 0 peecTpaviintHmx 6e3 peyenma UA/3693/01/01
10 kancyn y 6nictepi; NavidhcaiieH BWMNYCK Cepii i KOHTPOSIb Marepianis: 3miHu | TUny - 3MiHN LWOA0
no 3 6nicTepu y nakeTi ci3 MNabnik SAKOCTI: 6e3nekn/edheKTVBHOCTI Ta dpapMakoHarnagy.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
3 (honbru anoMiHieBor; Komnawi Mera JlaiichcaiieHcis BBefieHHA abo 3MiHM [0 y3ara/ibHeHNX
no 1 nakety B Nimiteq Ma6nik KomnaHi Nimiteg, AaHux nNpo cuctemy hapmakoHarisgy
KapTOHHI navw,; TainaHg (BBEAEHHSA y3araslbHEHUX AaHKX NPo
no 10 kancyny BUPOGHMK in bulk, cucTemy chapmakoHarnagy, amiHa
6nicTepi; no 3 NnepBUHHE | BTOPUHHE yNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
6nictepn y nakerti 3 nakyBaHHs: 34iiCHEeHHSs1 dhapMakoHarisay; KOHTaKkTHOT
dhonbry antoMiHieBOT; Mera JflaiichcaiieHcis 0ocobu 3 hapmakoHarnsagy 3asBHuKa ans
no 2 nakeTtv B Ma6nik Komnawi Nimiteg, 3piicHeHHs hapmakoHarnsgy B YkpaiHi,
KapTOHHI navv,; TainaHg AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
no 10 kancyny oco6u, BiANoBIfabHOI 3a 3A4iACHEHHS
6nicTepi; no 6 thapmakoHarnsgy (BKovaym KOHTaKTHi
6nicTepiB y KApTOHHIl [AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
nauui thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI ocobw,
BiANOBIAa/IbHOI 32 hapmakoHarnsag B
YKpaiHi.
48. FNIOKODAX | TabneTku, BKpUTI Mepk CaHte ®paHuisa BVMPOGHWLTBO 3@ NOBHUM ®paHuia/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/3994/01/03
® NNiBKOBOIO c.a.c. LMK/TOM: IcnaHis mMaTtepianis: 3MiHu | TUNY - AOMIHICTpaTUBHI
060/10HKO10, Mo 1000 Mepk CaHTe, ®paHuis 3MiHW. 3MiHa Ha3BW JliKapCbKOro 3acoby -
Mmr, no 15 TabneTok y 3MiHa Ha3BM NiKapCbKoro 3acooby.
6nicTepi; no 2 abo no BVMPOGHMLTBO 3@ MOBHNUM 3ATBEPIXKEHO: IMTIOKODAX
4 6nictepn y LMKIOM: (GLUCOPHAGE®) 3AMNMPOIMOHOBAHO:
KapTOHHI/ KopoobLi Mepk, C/1, Icnanis FNMIOKOPAXK® (GLUCOPHAGE®)
BBegeHHA 3MiH NpoTArom 3-x micsAuis nicns
3aTBEPAKEHHS; 3MiHM | TNy - 3MiHK LWoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - MNprYBEAEHHA TEKCTY
MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT
yMakoBKM BiAMnoBigHO A0 BUMOr Hakazy MO3
Ykpainn Ne 460 Big 23.07.2015 p.
49. rPUNAYT cupon no 60 mn a6o €BPO IHais IHaoko Pemegic fimitesq IHais BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/10809/01/01
MYNbTUCUM | no 100 mny NANDKEP MaTepianis: 3MiHa 3asiBHVKa (B/1aCHMKa
NTOMHNA thnakoHax; no 1 MPAMBIT peecTpaLiiHoro noceigyeHHs) (3rigHo
h/1aKoHy 3 MipHOIO NIMITEL Haka3y MO3 Big 23.07.2015 Ne 460)
KPULLIEYKOK Y Kopobui
50. revmnounTpP renb HasasbHUiA, 1 ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/12577/01/01
OH PUHIC mr/rno 5ra6o 10T, 3 06MexeHoto marepianis: 3miHu | Tuny - AOMiHiCTpaTUBHI
abo 15ry 1y6i; no 1 0bMexeHo BiANOBIAA/LHICTIO 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
Ty6i y KapTOHHiIli Bignosiganb "papmMaueBTNYHa Micusi NPOBaKEHHS AiS/IbHOCTI
Kopoobui HICTIO KomnaHis "3gopos'a” BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro
"®apmauesT 3ac00y, BK/1I0HYAKUN [i/TbHUL BUNYCKY cepil
nyHa ab0 Micue NpoBefieHHA KOHTPOJIHO SAKOCTI.
KOMNaHis (aisnbHiCTb, 3a AKy Bignosigae
"3nopos'a” BMPOBGHUK/IMNOpPTEP, BK/THOYAKOUM BUMYCK

cepiid) 3miHa aipecn BMPO6GHUKa
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

ToBapuCTBO 3 06MEXEHOID
BiAnoBiganbHicTio "dapmalesTnyHa
KomnaHia "3g0poB'a”, YkpaiHa, 6e3 3MiHn
MicLa BUPOGHMLTBA: BBEAEHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPIXKEHHS.
3MmiHu | TUNY - AgMiIHICTpaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHWKa peecTpauiniHOro NoceBig4YeHHs)
3MiHa aApecu 3asBHUKa. BBegeHHA 3MiH
NPOTArom 6-Tv MicALIB NicAA 3aTBEPAKEHHS.

51.

AEAKYPA

Tabnetkn, no 5 mr, no
50 a6o no 100
TabneTok y goNakoHi,
no 1 donakoHy y
KapTOHHI navwi

[epmachapm
Al

HimeuunHa

mi6e Mmb6X
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMaTtepianis: 3MiHW | TUNy - NogaHHA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€sponelicbkin papmakonei Ne R1-CEP
2001-405-Rev 02 on1sa Ait04oi pevoBUHU
Biotin Bif BXe 3aTBEpKEHOr0 BUPOOHMKA
DSM Nutritional Products Ltd

6e3 peyenma

UA/11339/01/01

52.

AE3O®DEMIH
30

TabneTku, BKpUTI
NAiBKOBOO
o6onoHkoto, no 0,03
mr/0,15 mr no 21
Tabnetuiy énictepi,
no 1, a6o no 3, abo no
6 6nicTepiB y
KapTOHHilA KOpo6L

mibe Mm6X
ApuHaimiTT
enb

HimeyunHa

mibe Mm6X
ApuHaiimiTTenb

HimeyunHa

BHECEHHS 3MiH 0 peecTpaviinHmx
mMarepianis: 3mMiHn | TMNy - 3MiHW 3 AKOCTI.
oToBMIA Nikapcbkunii 3aci6. KOHTPob
[OOMOMiXXHUX PeYOBUH. 3amMiHa Axepena
oflepXaHHs [OMNOMDKHOI pe4yoBUHN abo
peakTuBy, L0 CTAHOBUTL PU3NK Nepeadi
36yaHUKIB [E (iHLWi 3MiHM) - nocTaYabHKK
6in0i cyMmiLLi Ans NAiIBKOBOro NOKPUTTA
Tabnetok 6yB 3miHeHuli 3 Colorcon (Opadry
31F58914 White) Ha Biogrund GmbH
(AquaPolish D weib 011.39 (bina cymiw ans
NAiBKOBOro NokputTs)). KinbkicHWiA Ta
SKICHWIA cknap, Ta cneumdikayis cymiwi ans
NAIBKOBOrO MOKPUTTA 3a/IMLLIAETLCA
He3MiHHO. CyMmil gn1s NaiBKOBOrO
NokpnTTS TabneTok 6ina MiCTUTL NaKTo3n
MOHoriapar, Wo BiAnosigae ymosam
ccoopmynboBaHum B EMA TSE Note for
Guidance (EMA/410/01 rev 3). BHeceHi
pepAakuiiiHi 3MiHK: 6ina cymiw ans
NiBKOBOrO NOKPUTTSA MICTUTb PEYOBUHY
Sodium citrate dehydrate Ha3Ba sikoi 6yna
3MiHeHa Ha Sodium citrate y Bcix po3ginax
[0CbE, Y 3B’A3KY 3 NPUBEAEHHAM Y
BignoBigHicTb fo EP. 3MiHn cneundikauii
ab0 3MiHU PeYoBMHY He BiABYNOCH; 3MiHa
opmarty mogyns 3.2.P.4., 3micT Aocbe
3a/MWAETLCA He3MiHHUM (6yB OAVH MOAy b

3a peyenmom

UA/17211/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
3.2.P.4.1. — 3.2.P.4.6. 3 iHhopmaLiieto npo
[OMOMDKHI peyoBMHM fapa TabneTkn Ta
NAiBKOBOro MoKpMTTA. IHhopmaLis npo
[LONOMDKHI peqyoBuHY aapa TabneTkn Ta
[0MOMDKHWX PEYOBWH CyMiLLi A/151 M/1IBKOBOTO
MOKPUTTS PO3AINSAETLCA HA 2 YaCTUHY (O4Ha
yactuHu 3.2.P.4 ans aapa tabnetkn ta
ofHa yactuHa 3.2.P.4 ansa cymiwi ans
NNiBKOBOro NOKpUTTA)
53. AEKCAMETA | ta6bnetku no 0,5 wr, ToBapucTtso YkpaiHa BCi CTafii BUPO6GHMLITBA, YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/5274/01/01
30H no 10 TabneTok y 3 KOHTPO/1b SKOCTi, BUMYCK marepianis: 3mMiHu | Tuny - 3miHa y
6nictepax; no 1 aéo 5 0bMexeHo cepii: napameTpax cneuudikauii Ta/abo
6nictepiB y Kopobui 3 Bignosiganb ToBapucTso 3 LOMYCTUMUX MEX, BUSHAUYEHNX Y
KapTOHY HICTIO 06MEXEHO cneumdikayisx Ha Adl, abo
"[ocnigHnii Bi4nNoBIAAIbHICTIO BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
3aBof "[locnigHwii 3aBog " BMKOPUCTOBYHOTLCA Y NPOLECi BUPOOHMLTBA
"rHunc FHUNC", YkpaiHa; A®I; cynyTHs 3MiHa: 3MiHa y meToAax
BCi CTafii BUpO6HMLTBA, BMNpo6yBaHHA A®Il abo BuxigHOro
KOHTPO/Ib SAKOCTI, BUMYCK MaTepiany/npoMiKHOro NPoAyKTy/peareHTy,
cepii: LLIO BUKOPUCTOBYETHLCS Y NPOLIECI
ToBapucTBo 3 BMPOGHMLTBA ADI, 3MiHM A0 cneyndikauii Ta
06MeXeHo MeTOZIB KOHTpost0 AP| 32 NOKa3HNKOM
BiANOBIAALHICTIO «3a/TMLLKOBI KifIbKOCTi OpraHiyHnx
"@apmavueBTnyHa PO3UYMHHVKIB», & caMe: 36iIbLUEHHS KiNbKOCTI
KoMnaHisa "3gopos'a”, OpraHiYHMX PO3YMHHKKIB, LLLIO BU3HAYAKOTLCSA
YkpaiHa Ha (hiHasTbHIN cTagil BUpobHWLTBa, Y
BiANOBIAHOCTI 4,0 BUMOT HOPMAaTUBHOT
[OOKyMeHTaUii 3aTBepAyKEHOro BUPOGHMKa
Ad|
54. AENAKIH® cupon, 57,64 mr/mn, TOB YkpaiHa tOHiTep NikBig PpaHuis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/3817/01/01
Ne 1: no 150 mny "CaHocpi- MaHydbekuypiHr marepianis: 3MiHu | TUMNY - 3MiHK Yy Npoueci
donakoHi; no 1 ABEHTIC BMPO6GHMLTBA FOTOBOrO NiKapCbKoro 3acooy,
hnakoHy 3 JO3YHUUM YkpaiHa" BK/1H0HAK0UY MPOMiXHUIA MPOAYKT, WO

NPUCTPOEM 3
npo6koto-afanTopom B
KapTOHHilA Kopoo6Li

3aCTOCOBYETLCA MPY BUPOOHULITBI rOTOBOrO
NikapcbKoro 3acoby - BBeAEeHHA 4-ro eTany
CTOCOBHO KopurysaHHsa pH 30% po3ynHom
rigpoKcuay HaTpito - 3 METOI onTUMI3aLli
npouecy cosiboBOI 06P06KN BasIbMPOEBOT
KMCNOTK; 3MiHW | TUMY - 3MiHKM BUNPOBYBaHb
abo gonycTMMUX MeX, BCTAHOB/IEHUX Y
cneuumgikalisx, nig yac BUpo6bHMLTBa
roTOBOrO /liKapCbKOro 3acoby - KOpUryBaHHs
piBHs pH y giana3oHi 9,0-11,0 Ha 4-my eTani
Yy 3B 3Ky 3 BBE/IEHHAIM 4-T0 eTany CTOCOBHO
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk KpaiHa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

KOpUryBaHHsa pH; 3 METO yA0CKOHaNIEHHS

BMPOBHMLITBA FOTOBOTO /NiKapCbKOro 3acoby

Ha 7 eTani BBeAeHHS BisyanbHOI NepeBipkn
KiHLLeBOro po3unHy (npo3opa, XoBTyBaTa

pigvHa, LWo Haragye cvpon); 3 METO

YL,0CKOHa/IeHHS! BUPOGHMLTBA FOTOBOIO
niKapcbKoro 3acoby Ha 8 eTarni BBeeHHS
TecT igeHTudikauis ginbTpa; BUIyYeHHs

BMNpoOyBaHHA B NpoLEeCi BUPOGHMLTBA Ha

2-My eTani -KOHTPO/1b 30BHILLIHBLOrO BUrNA4Y

cyMiui

55.

DEMO-
MEAPON

cycneHsis gns
iH'ekuii, 40 mr/mn no 1
My chnakoHi; no 1
h/1aKoHY B KapTOHHii
Kopobui

Mdpaiizep
IHK.

CLIA

Mdpaiizep Benebris
MeHiohekyypuHr

Benbris HB

BHECEHHS 3MiH 0 peecTpavyinHmx
mMaTtepianis: 3MiHu | TUNY - AAMIHICTPaTUBHI
3MiHK. 3MiHa HallMeHyBaHHsA Ta/abo agpecu

Micus NPOBaKEHHS AiANIbHOCTI
BMpO6HUKa/iMnopTepa roToBoro ikapcbkoro
3ac00y, BKIIOYAKUN [ibHUL BUNYCKY cepil

abo MicLe NpoBefEeHHs KOHTPOSIKO AKOCTI.
(aisnbHICTb, 3a Ky BignoBifae
BMPOGHUK/IMNOPTEp, BK/IKOYAOUN BUMYCK
cepiii) - 3miHa agpecu BupobHuka Mdaiizep
MeHtohekuypuHr Benbrisa HB, Benbris, 6e3
3MiHM Micus BUpo6HULTBaA (BBEAEHHS 3MiH
NPOTArom 6-Tu MicsLIB NicNsA 3aTBEPAKEHHS)

3a peyenmom

UA/10030/01/01

56.

OEPMAS3UH

Kpem 1 %; no50ry
Ty6i; no 1 Ty6i B
KapTOHHilA Kopoo6Li

CaHpo3
dapmacbHoTi
Kan3 a.4.

CnoBeHis

Cantotac Papma M'm6X HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx
martepianis: 3MiHu | TUNY - AQMIHICTPATUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu

MiCLA NPOBaKEHHS AiSNIbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro /ikapCbKoro
3aco6y, BKIHOYAKUN [iNTbHULL BUNYCKY cepil

a60 Micue NpoBefeHHS KOHTPO/IHO SKOCTI.
(AisNbHICTb, 3a SKy BigNOBigaE
BUPOGHMK/iIMNOPTEp, BK/IOYAKOUN BUMYCK
cepiit) 3MmiHa Ha3BW Ta agpecy BUPOGHUKA
N3, 6e3 3miHKM Micust BUpo6HMLTBA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPPKEHHS.

6e3 peyenma

UA/8997/01/01

57.

LIA®NY

kancynv no 50 mr, no
10 kancyn y 6nictepi;
no 1 6nictepy B naui
3 KapPTOHY

M. BioTek
nTg

Benuka
BpuTaHia

CTPANAC ®APMA
CAMEHC NIMITEL

IHais

BHECEHHS 3MiH 0 peecTpavlinHmx
mMaTtepianis: 3MiHu | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo aapecu

MiCLiAl NPOBaKEHHS AiS/IbHOCTI
BMpOOHUKa/iMnopTepa roToBoro Nikapcbkoro
3ac06y, BKIOYAUN [ibHAL BUNYCKY cepii

abo micue NpoBefeHHsI KOHTPOJT AKOCTI.
(4isnbHICTB, 3a SKy BignoBigae

3a peyernmom

UA/12182/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
BMPOOHUK/IMNOpTEp, BK/IKOYAOUN BUMYCK
cepiit) - 3MiHa Ha3BM BMPOGHUKa, 6€3 3MiHN
Micusi BUPOGHULTBA
58. AOlIADNY kancynu no 100 mr, no M. BioTek Benvka CTPAVAC ®APMA IHais BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/12183/01/01
10 kancyn y 6nictepi; nrtp, BputaHis CAMEHC NIMITE], marepianis: 3mMiHu | TUNy - AgMiHICTpaTUBHI
no 1 6nictepy B naui 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo aapecu
3 KapTOHY MicLs NPOBaMKEHHS AiSSIbHOCTI
BMPO6GHMKa/imnopTepa roToBOro /ikapcbkoro
3aco0y, BKHOYAKUN [i/TbHUL BUNYCKY cepil
a60 Micue NpoBefeHHA KOHTPOSIHO SAKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BUPOGHMK/iIMNOPTEp, BK/IOYAKOUN BUMYCK
cepiid) - 3MiHa Ha3BW BUPOGHKKA, 6e3 3MiHN
MicLl BUPO6HMLTBA
59. AOlIA®NY Kancynu no 150 mr, no M. BioTek Benuvka CTPAVAC ®APMA IHais BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/12183/01/02
1 kancyni 'y 6nictepi; nrtp BputaHis CAMEHC NIMITEL, marepianis: 3mMiHu | TUNy - AgMIHICTpaTUBHI
no 1 6nictepy B nauuj 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3 KapTOHY Micus NPOBaKEHHS AiNIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro /ikapcbKoro
3aco6by, BK/IYaK4M AiNbHULI BUNYCKy cepil
abo MicLe NpoBefeHHs KOHTPOSIKO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpTEp, BK/IKOYAOUN BUMYCK
cepiid) - 3MiHa Ha3BW BUPOGHKKa, 6e3 3MiHK
MicL BUPOGHMLTBA
60. MKA3 NNKOC | TabneTtku, BKpUTI Baiep Al HimeuunHa nepBrHHA Ta BTOPMHHA HimeuyunHa BHECEHHS 3MiH 40 peecTpayinHmx 3a peyenmom UA/12143/01/01
060/10HKO0, Ne 28: no ynakoBka, [03BiN Ha mMaTepianis: 3MiHU | TUNy - NogaHHA
24 TabneTtkn BUMycCK cepii: baliep OHOBJ/IEHOrO cepTudikara BifnoBigHOCTI
POXEBOro KOnbopy i dapma All, HimeuyunHa; €sponelicbkiin hapmakonei Ne R1-CEP
no 4 TabneTtku CBITN0- BMPOGHMLTBO 3@ NOBHUM 2009-070-Rev 01 onsa Aito4oi pevoBuUHU
OpaHXeBoro Kosibopy uvknom: baliep Baiimap Drospirenone Big, BXe 3aTBepAyKeHoro
B 6nicTepi, no 1 v6X i Ko. KT, BMPO6GHMKA, KU 3MIHVB Ha3By 6e3 3MiHK
6nicTepy B KapTOHHiIl HimeuyunHa MiCLLe3Hax0MKEHHSI; BUMPABIEHHS NOMU/IKA
nauuj LLIOAO Ha3BW BUPOGHMKa AD| y p. «Cknag»
MeToAax KOHTPOJIH0 AKOCTI NiKapCbKOro
3aco0y; 3MiHu | TUMY - NOAAHHSA OHOB/IEHOTO
cepTudpikaTa BignoBiaHOCTI EBponeiicbkiit
hapmakonei Ne R1-CEP 1996-079-Rev 07
4ns aitodoi pevyosrHu Ethinylestradiol Big,
BXe 3aTBepAXEeHOro BUPOBHYKa, KN
3MiHVB Ha3BY 6€3 3MiHV MiCLE3HaXOAKEHHS;
BUMPaBIEHHS NOMUIIKN LLOAO HA3BU
BUpo6HMKa AdI y p. «Cknag» metogax
KOHTPOJH SIKOCTi JTiKapCbKOro 3acoby
61. OVNKNO®EHA | renb, 10 mr/rno40ry MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiinHmx 6e3 peyenma UA/6814/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
K HATPIIO Ty6i; no 1 Ty6i y nayui "dapmak” mMaTtepianis: 3MiHU | TUMNY - BHECEHHS 3MiH Y
3 KapTOHY Cneuudpikauito/ MeToauky BUNpobyBaHHA
roTOBOrO /liKapCbKOro 3acoby 3a NoKa3HMKOM
"Mikpob6ionoriyHa ymcToTa", 3okpemMa:
BW/TyYEHHS MOBHOIO OMUCY NPOBEAEHHS
MeTOAVKN; [ONOBHEHHS BiAMOBIAHUM
nocunaHHAM Ha gitouy pefakuio APY; 3miHn
| TMny - BUNy4YeHHs 3i Cneyudpikauii /
MeTogis BunpobyBaHHA A®I AuknodeHak
HaTPil0 KOHTPO/1b 3@ NOKA3HWKOM "Baxkki
MeTasin”
62. ONHACTAT niodpinizat ana MNOAN3EP CWA BTOPVHHE NakKyBaHHS, Benbris/ BHECEHHS 3MiH [0 peecTpavLiinHnx 3a peyernmom UA/2525/01/01
PO34UHY O151 iH'EKLLIA IHK. BUNYCK cepil: CuwA/ martepianis: 3MiHu Il Tuny - 3MiHK A0
no 40 wmr, 5 dhnakoHis Mdpaizep ITanisa IHCTPYKLUiT ANS MEeAUYHOro 3aCTOCYBaHHS
3 niocpinizaTom y MeHtohekyypuHr nikapcbkoro 3acoby A0 po3ainis "OCHOBHI
KoMnNAekTi 3 5 Benbrist HB, Benbris (pi3vKo-XiMiuHi BnacTmsocTi”,
amnynamu BMPOGHMLTBO in bulk, "apmakonoriyHi BnacTmseocTi",
PO3YMHHMKA NO 2 MN nepBrHHE NakyBaHHSA: "Oco6nmMBoCTi 3acToCcyBaHHA", "Cnoci6b
(HaTpito xnopua, Boga dapmauis i AngkoH 3acTOoCyBaHHSA Ta 403u". BBeAeHHS 3MiH
Ans iH'eKuiii) B KomnaHi NINC, CLLA npoTArom 3-x MiCAUIB MiCNA 3aTBEPAKEHHS
KapTOHHIA Kopoo6Li BVMPOGHWKM ANs
PO3YMHHMKA:
NOBHWI LMK
BMPOGHMLITBA Ta BUNYCK:
Mdpaiizep
MeHtodhekuypuHr
Benvria HB, benbris
NOBHUIA LWKN
BMPOGHMLITBA Ta BUNYCK:
Axrasic ITania C.n.A.,
ITanis
63. AVNHACTAT niodpinisat gnsa MOAN3EP CWA BTOPVHHE NaKyBaHHS, Benbrisi/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/2286/01/02
PO34UHY A5 iH'EKUNA IHK. BUNYCK cepil: CLWwA/ martepianis: 3MiHu Il TUNY - 3MiHK 80
no 40 wr, 10 chnakoHiB Mdcpaiizep ITanis IHCTPYKUIT A4NA MEAWNYHOrO 3aCTOCYBaHHS
3 niocpinizatom B MeHheKIUypUHT nikapcbKoro 3acoby Ao po3ginis "OCHOBHI

KapTOHHilA Kopoo6Li

Benbris HB, benbris
BMPOGHULTBO in bulk,
nepBUHHE NaKyBaHHS:

dapmauis i AngkoH

KomnaHi INC, CLLA

BUPOGHMKM A/15
PO3YMHHYMKA:
MOBHWIA LKA

BUMPOGHMLITBA Ta BUNYCK:
Mdpaiizep

(Pi3nKo-XiMiuHi BnacTneocCTi”,
"®apmMakonoriyHi BnactneocTi”,
"Oco61mBOCTI 3acTocyBaHHA", "Cnocib
3acTOoCyBaHHA Ta A03u". BBeeHHSA 3MiH
npoTArom 3-x MiCALIB MiCNA 3aTBEPKEHHSA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
MeHtohekyypuHr
Benbria HB, Benbris
NOBHWIA LUMKN
BMPOGHMLITBA Ta BUNYCK:
AkTasic ITania C.n.A.,
ITanisa
64. ONOPTANB® Kpanni ouHi 0,1% no 5 MAT YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/10548/01/01
mn abo 10 may "®apmak” marepianis: 3MiHW | TUNy - BHECEHHSA 3MiH Y
donakoHi; no 1 MeTogiB BUNpo6yBaHHS roTOBOro
donakoHy B nauuj nNiKapcbKoro 3acoby 3a napameTpom
"CTepubHICTb", 30Kpema: BUTyYeHHS
MOBHOrO OMUCY NPOBEAEHHA METOANKU;
[IOMOBHEHHSA BiNOBIAHUM NOCUNAHHAM Ha
nitouy pegakuito AdY; 3MiHu | Tuny -
BU/yYeHHs 3i Cneumdikayii / MeTogis
BUNpo6yBaHHA APl [nknodeHak HaTpito
KOHTPO/1b 32 MOKa3HMKOM "Baxki meTann”
65. AIA3ENAM- Tabnetku no 5 mr; no ToBapucTso YKpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/10535/01/01
3H 10 TabneTok y 3 06MeXeHoto marepianis: 3miHu | TUNy - AAMiHICTpaTUBHI
6nictepi; no 2 06MeEXeHOo BiANOBIAA/TbHICTIO 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
6nictepn y kopobui 3 Bignosigasnb "XapkiBcbke Micus NPOBaKEHHS Aii/IbHOCTI
KapToHY HICTIO hapmaLeBTuyHE BMpO6HUKa/iMnopTepa roToBOro Nikapcbkoro
"XapkiBCcbke nigNprMeMCcTBO "340p0B'st 3aco6by, BKIYaK4M AiNbHULI BUNYCKy cepil
chapmaueBT Hapogay" abo MicLe NpoBefeHHs KOHTPO/IKO AKOCTI.
N4yHe (aisnbHiCTb, 3a AKy Bignosigae
nignpuemcTs BMPOGHUK/IMNOpTEpP, BK/IHOYAOUMN BUMYCK
0 "310poB'A cepiid) 3MiHa HalilMeHyBaHHs Ta agpecu
Hapoay" BMPOGHUKaA /13 TOBapUCTBO 3 0OMEXEHOID
BigMNoBigasIbHICTIO "XapKiBCbke
thapmaueBTUYHE NiIANPUEMCTBO “340P0B'A
Hapogay", YkpaiHa, 6e3 3MiHu MicLs
BMPOGHMLTBA: BBEAEHHS 3MiH NpOTArom 3-x
MicaLiB nicnsa 3aTBepkKeHHs 3MiHu | Tuny -
AJMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
(BnacHvika peecTpauiiHoro NocBigYeHHs)
3MiHa HaliMeHyBaHHS Ta afpecu 3asiBHUKa
ToBapUCTBO 3 OOMEXEHOIO
BigNoBigasIbHICTIO "XapKiBCbke
hapmaLeBTMyHe NigNPMEMCTBO "340pOB'sA
Hapoay", YkpaiHa
66. OOKCOPYBIL, | koHUeHTpaT ans MicTpan AHrniA AkTasic Itania C.n.A,, ITania/ BHECEHHS 3MiH 10 peecTpaviinHmx 3a peyenmom UA/14710/01/01
NH-BICTA PO34nHy Ans iHdys3il, Kenitan ITanis PymyHis marepianis: 3MiHu | TURY - 3MiHN LWOAO
2 mr/mn no 5 mn, 10 MeHemKMeH CiHgaH ®apma C.P.J1., 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
M, 25 M, 50 mn, 75 T JlimiTeq, PymyHist BBefieHHsA abo 3MiHM [0 y3arasibHeHUX
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

M1, 100 My dhniakoHi;
no 1 donakoHy B
KapTOHHI Kopoo6Li

[JaHux npo cuctemy apmMakoHarnagy
(BBEAEHHS Y3araslbHEHUX AaHWX Npo
cucTemy chapmakoHarnsay, 3miHa
YNOBHOB&XEHOT 0cobu, BiANOBIAa/IbHOT 3a
3[ifiCHEHHS thapMakoHarnaay; KOHTaKTHOI
ocobu 3 thapmakoHarnagy 3asBHuka ans
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeEHOT
oco6w, BignoBiAa/bHOI 3a 3A4jiACHEHHS
hapMakoHarnagy (Bk/iovaroUm KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0cobu, BiANOBIAa/IbHOT 3a
thapmakoHarnag: fitoua pegakuis: Jy6au
TeTsHa BikTopiBHa; MponoHoBaHa pefaku,is:
CorHikoBa CsiTnaHa BikTtopiBHa. 3miHa
KOHTaKTHUX JaHWX YNMOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a hapmakoHarnag. 3MiHa
MicLsl 34iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MicLle3Hax0MKEHHS1 MacTep-haiina.

67.

JNOMPUL®

cycneHsis opasbHa, 1
mr/mn no 60 mn abo
100 mn 'y dpnakoHi, no
1 chnakoHy 3 MipHOIO
JIOXKOI Y KApPTOHHIl
ynakoBLiji

TOB
"KYCYM
PAPM"

YKpaiHa

TOB "KYCYM ®APM"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviitHmx
marepianis: 3miHu | TUny - AAMiHICTpaTWBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo aapecu

3asBHUKa (BNacHNKa peecTpauiiiHoro
nocsigyeHHs) 3miHa Ha3Bu Ta agpecu
3asBHMKa. 3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHsA Ta/abo aapecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3acoby, BKIYaUK AinbHULI BUNYyCKy cepii
ab0 Micue NpPoBeAEeHHSI KOHTPOSIHO SIKOCTI.
(4isnbHICTB, 3a SKy Bignosigae
BMPOGHUK/iIMNOpTEp, BK/IKOYAOUN BUMYCK
cepili) YTOUHeHHs Ha3BM Ta agpecu

BMpOGHUKa 13, 6e3 3MiHN MicLA
BMPOOHWLTBA. BEEHHSA 3MiH NPOTArOM 6-Tn
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHM 3 sKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.

Cuctema KoHTelHep/3akynoptoBasibHUIA
3aci6. 3MiHa y NepBYHHIli ynakoBLji roTOBOro
nikapcbKkoro 3acoby (Tvn KoHTelHepa abo

[lofiaBaHHs HOBOrO KOHTelHepa) -

BunyuyeHHA nepBUHHOI yNakoBKy, LLIO He
NpV3BOANTL 0 NOBHOTO BU/TYYEHHS

3a peyenmom

UA/8976/02/01




64

n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

NiKapcbKoro 3acoby 3 NeBHO CUo il abo
y NEBHIl Nikapcbkin hopmi
BWJTy4EHHA MEepPBUHHOI YNakoBKK, a came Mo
30 mn y 6aHLi, 3 BIANOBIAHO 3MIHOK Y P.
«YnakoBka». BBefeHHs 3MiH NPOTAroM 6-Tn
MicsLiB nicns 3aTBepAKeHHs. 3MiHu | Tvny -
3MiHM Woao 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) OHOB/IEHHSA
BX€ 3aTBEepPKEeHOro TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPUHHOI YNakoBKW 3
BHECEHHSAM He3HauYHWX 3MiH [0 TEKCTY
MapKyBaHHS
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.

68.

JIOPAMILVH

TabneTku, BKpUTI
NiBKOBOO
060/10HKO0, 1Mo 3 000
000 MO; no 5
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

YOPN[
MEAVLIH
INIAY CAH.
BE TIAX.

AL

TypeuunHa

ABAI IBPAXIM Inay
Canai Be TigpxapeT A.LLL.
yorPng MEANLIH
INAY CAH. BE TIDK.
A.L., TypeyumHa

TypeuunHa

BHECEHHS 3MiH 0 peecTpavyinHmx
MaTepianis: 3miHu | Tuny - 3MiHK WoAa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHsA ab0 3MiHU [0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHKX NPO
cuctemy chapmakoHarniagy, 3miHa
YNOBHOBaXEHOT 0CO6M, BiANOBiAaNLHOI 3a
3[jificCHEHHSA hapMakoHarnsay; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asBHuKa As
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iNCHEHHS]
hapMakoHarnaay (BK/1oHatoum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U BiANOBIAaNLHOI 3a
hapMakoHarnag:

[itoua pepakuisi: XtoceliH ToHisni / Mr.
Huseyin Tonyali. MponoHoBaHa pejakLis:
Mescim Inbk6axap AiHuens / Mrs. Mevsim
llkbahar Dincel. 3miHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6MU, BiANOBiAaNbHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0co6M, BignoBiganbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTi 3 dhapmakoHarnsgy.
3MiHa MicLie3HaxoMKeHHs1 MacTep-haina.

3a peyenmom

UA/14899/01/01

69.

AOLUETAKCE
N-BICTA

KOHLLeHTpaT Ans
PO34MHy N8 iHysild,
20 mr/mn; no 1 mn (20

MicTpan
Kenitan
MeHepKMeH

AHrnis

AkTasic ITania C.n.A.

ITanis

BHECEHHS 3MiH 1O peecTpaLifiHnx
MaTepianis: 3miHu | TMny - 3MiHK WoA0

6e3nekn/edekTMBHOCTI Ta ddapMakoHarnsay.

3a peyenmom

UA/13982/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

Mmr), abo no 4 mn (80
mr), a6o 7 mn (140 mr)
y donakoHi; no 1
(h/1aKOHY B KapTOHHiii
Kopoobui

T NimiTeq,

BBegeHHA ab0 3MiHU A0 y3arasbHeHNX
[JaHvx Npo cuctemy dapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO
cucTemy chapmakoHarnagy, amiHa
YNOBHOB&XXEHOT 0CO6MU, BigNOBigabHOI 3a
34iiCHEeHHSs1 dhapMakoHarisay; KOHTaKkTHOT
0co6u 3 chapmakoHarnagy 3asBHuka 415
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6u, BiANoBIfabHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKovaym KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
thapmakoHarnag;:

[Oitova pepakuin: Ay6ay TeTaHa BikTopiBHa;
MponoHoBaHa pepgakuis: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHuX YrnoBHOBaXEHOT 0cobu,
BiANOBiAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicUs 34iCHEHHA OCHOBHOI Ais/IbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLie3HaxXoMKEHHSI MacTep-dainna.

70.

JIOLIETAKCE
N-TEBA

KOHLieHTparT Ans
PO34UHY A5 iHGy3il,
20 mr/mn no 1 mn abo
no 4 mn, abo no 7 mn
y thnakoHi; no 1
th1akoHy B KOpPOGLIi

TeBa
dapmaLeBTi
Kan
IHoacTpi3
nTa.

I3painL

AkTasic ITani C.n.A.

ITanisa

BHECEHHS 3MiH 40 peecTpavyinHmx
MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
A®l. KoHTposb A®I. 3miHa y MeTogax
BMNpo6yBaHHA A®Il abo BuxigHOro
MaTepiany/npoMiKHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y MPOLECi
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeTodax
BMNPOGYBaHHA (BKIOUAOUM 3aMiHy abo
[0NoBHEHHS) AdI abo
BUXiAHOro/NPOMIXHOr0 NPOAyKTY) 3amiHa
MeTo4y aHasi3y BMICTy 6akTepiasibHUX
eHJO0TOKCHHIB B AD| goueTakcen (metog B
€8p.Papm. 3amicTb meToay D €sp.Papm.).

3a peyenmom

UA/13625/01/01

71.

APOCMNI®EM
20

TabneTkun, BKPUTI
NiBKOBOO
o060n0oHkot, no 0,02
Mmr/3 mr; no 28
TabneTtok y 6nictepi
(24 akTVBHI TAGNETKN
POXeBOro KosbLopy + 4
TabneTtku nnauebo
6inoro konbopy); no 1,

Mi6e MM6X
ApuUHaimiTT
enb

HimeuunHa

Mi6e Mm6X
ApuHalimiTTenb

HimeyunHa

BHECEHHS 3MiH 1O peecTpaLiiHnx
mMartepianis: 3MiHu | Tuny - 3MiHM WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOpPOTKili xapakTepuctui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKU|T 4719 MeANYHOro 3acTOCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHMX
NiKapcbKnx 3acobiB nic/1si BHECEHHS Tiel
camoi 3MiHM Ha ped)epeHTHWI npenapat

3a peyenmom

UA/15867/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

abo no 3, abo no 6
6nicTepiB B KAPTOHHIN
ynakoBLi

(3MiHa He NOTpebye HafaHHS XXOLHUX HOBUX
[0[AaTKOBUX AaHWX) - 3MiHW BHECEHO A0
IHCTPYKLiT y po3ginu:
"®apmMakoTepaneBTMyHa rpyna." (yTOYHEeHHs
HasBw), "®apMakonorivyHi BnacTuBocTi",
"Moka3aHHs" (YTOYHEHHS iHhopmaLii),
"B3aemopis 3 IHWMMUW NiKapCbKUmu
3acobamu Ta iHWi BUAY B3aEmMogiii",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog, BariTHOCTi abo
rogyBaHHA rpyaar”, "34atHicTb BNaMBaTtm
Ha LWIBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMKN
mexaHismamu", "[iTn" (pegaryBaHHs TEKCTY),
"MepenosyBaHHa", "Mo6i4HI peakuii” 3rigHo 3
iHchopMmaLieto Woao MeguyHoro
3aCTOCYBaHHSA pethepeHTHOro NikapcbKoro
3acoby (Mxas, TabneTkun, BKpUTI
060/10HKO10.) BBEEHHS 3MiH NPOTATOM 6-TN
MicSLIB MiCNSA 3aTBEPAYKEHHS; 3MiHW | TUMy -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHA Ha MigcTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnimxkeHb 3 6e3neku
3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBefieHVX BignoBigHO A0 NnaHy
negiatpuyHux gocnimkernb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHU BHECEHO
[0 iHCTPYKUiT y po3gin: "Oco6nmnBocTi
3acTocyBaHHsA" BiAMNOBIAHO A0 OHOBMEHOI
iHhopmawii 3 6e3nekun AitoUnx pevyoBuH
(BBeaeHHs 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepPAKEHHS)

72.

EBKA3O/TH®
AKBA

cnpeii HazasbHWiA, 1
mr/r no 10 r y conakoHi
CK/IAHOMY 3 HACOCOM-
[103aTOpOM 3
posnunioBayYem
Haza/IbHoro

NAT
"®apmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3mMiHu | Tuny - 3miHa po3mipy
cepii (BKIOYarouK gianasoH po3mipy cepir)
rOTOBOrO /iKapCbKoro 3acoby - BBeAEeHHS
[,04aTKOBMX PO3MIpIB cepil roTOBOro
nikapcbkoro 3acoby NponoHoBaHa pefakLiis

6e3 peyenma

UA/3664/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
npu3HaveHHs; no 1 200 «r (19,5 Tuc. dpn.) 400 kr (39,0 Tuc. cn.)
donakoHy B nauui 3 800 «r (78,0 Tnc. chn.)
KapToHy 864 kr (84,2 Tnc. cpn.) 1000 kr (97,5 Tuc.
don.) 2000 kr (195,0 Tuc. dpn.)
73. EBKANIOT HacToika gns MAT YkpaiHa MAT "/ly6Hnchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/7019/01/01
30BHILIHBLOIO Ta "Nly6Hnchap MaTtepianis: 3MiHu | TNy - 3MiHa B yMOBax
BHYTPILLUHLOIO M" 36epiraHHs roToBOro JlikapCbKOro 3acoby.
3acTocyBaHHsA no 25 BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
My donakoHax- 3aTBEPAKEHHS
KpanensHuuax; no 25
M1y chakoHi-
KpanenbHuyj; no 1
onakoHy-KpanenbHuLi
B nauuj
74. EBKA®ININT cnpeii HasaslbHUIA, MAT YkpaiHa MAT "Ximdpapm3sasog, YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/17019/01/01
® KCUNo [030BaHwin 0,1 %, no "Ximcpapmsa "YepsoHa 3ipka" marepianis: 3mMiHu | TMny - 3MiHK LLOAO
10 mn y donakoHax BOZ, 6e3nekn/edekTVBHOCTI Ta hapMakoHarnaay;
CKMSAHWX 3 "YepBoHa 3MiHW BHECEHI [0 TEKCTY MapKyBaHHsI
posnunitoBavem 3ipka" NepBUHHOT yNakoBkK, A0 M. [Hwe dpasu: '3
HasasibHUM Nel y MEHTO/IOM Ta eBKaU/TiNTOM". BBeAEHHS 3MiH
nadui; no 10 mny NpPOTArom 3-X MIcALiB Nicna 3aTBepAKEHHSA
hakoHax nonimepHux
3 po3nusoBayem
HasasibHUM Nel y
nauuj
75. E3OHEKCA® | niodinizat ans MAT YkpaiHa Na6opaTopioc HopmoH Icnanis BHECEHHS 3MiH 40 peecTpayinHmx - UA/16029/01/01
PO34UHY ON151 iH KLl "®apmak” C.A. mMartepianis: 3MiHu | TNy - 3MiHa Ha3Bu
Ta iHdysili no 40 mr in NiKapcbKoro 3acoby - BBeAEHHSA 3MiH
bulk: no 564 dnakoHu NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS;
y Kopobuji 3MiHKM | TNy - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
- BHECEHHS HE3HAYHWX 3MiH [0 TEKCTY
MapKyBaHHS NEPBUHHOI i BTOPUHHOI
yrnakoBOK. BBeieHHS 3MiH NpOTArom 6-Tu
MicsILiB nica 3aTBepAKEHHSs!
76. EK3N®IH renb 1 % no 15 r a6o O-p Pepai'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [0 peecTpaviinHmx 6e3 peyenma UA/4720/03/01
no 30 ry Ty6i; no 1 Nabopatopi Nab6opaTtopic /Tg, mMaTepianis: 3miHu | TMny - 3MiHW WoA[0
Ty6i B KQPTOHHIiA c Ty (BupobHuya finbHuus - 6e3nekn/edeKTNBHOCTI Ta hapmakoHarnsgy.
Kopobui VI) BBefeHHA abo 3MiHM [0 y3ara/ibHeHNX

[JaHvx Npo cuctemy dapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO
cucTemy chapmakoHarnagy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoOBigabHOI 3a
3iiCHeHHs1 dhapmakoHarnisay; KOHTakTHOI
0co6u 3 chapmakoHarnagy 3asBHuka Ans
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

3[iicHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BignoBiga/bHOI 3a 34iCHEHHS]
hapMakoHarnagy (BK/1oHatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BIANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy: fitova pefakuis
Dr.Y.Kiran Kumar; NMponoHoBaHa pefakLis —
Dr. Chetan Karoo. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6MU.

77.

E/TOKOM®

nocbiioH 0,1 %, no 30
M1y chakoHi-
KpanesibHuuj, no 1
h/1aKOHY Y KapTOHHilA
Kopobui

LepiHr-
Mnay
CeHTpan Ict
Al

Lseiiuapis

®amap MoHpeans IHK.

KaHapa

BHECEHHS 3MiH 0 peecTpaviinHmx
mMarepianis: 3MiHu | TURy - 3MiHK LWOAO
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHsA ab0 3MiHU A0 y3arasbHeHNX
[aHvx npo cuctemy dapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cucTemy hapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BifgNoBiganNbHOI 3a
3[jiiCHeHHs1 hapmakoHarnaay; KOHTakTHOI
0co6u 3 chapmakoHarnagy 3asBHuKa 415
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLL0 BOHa BigMiHHA Bif, YNOBHOBaXEHOI
oco6u, BiANoBifabHOI 3a 3A4iACHEHHS
thapmakoHarnagy (BKovaum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MiCLS 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MicLie3HaxopKeHHs1 macTep-haiina cuctemu
dhapmakoHarnsgy.

3a peyenmom

UA/6293/03/01

78.

E/TOKOM®

Kpem 0,1 %; no 15r
a60 30ry Ty6i 3
MapKyBaHHSIM
YKpaiHCLKOK MOBOIO;
no 1 Ty6i y KapTOHHIi
Kopobu,i 3
MapKyBaHHSIM
YKparHCbKOto Ta
aHrNiNCcbKo MoBaMM

LepiHr-
Mnay
CeHTpan Ict
Al

LBeiuapis

LWepiHr-Mnay /la6o H.B.

Benbris

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURy - 3MiHK LWOAO
6e3nekn/eddekTVBHOCTI Ta hapMakoHarnsay.
BBefeHHs abo 3MiHU 10 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO
cuctemy chapmakoHarnagy, 3miHa
YNOBHOB&XEHOI 0CO6MU, BiANOBiAaNbHOI 3a
3[iiCHEHHST (papMaKoHarns4y; KOHTaKTHOT
ocobu 3 chapmakoHarnsay 3asBHMKa 415
3pilicHeHHa hapMakoHarnagy B YkpaiHi,
SIKLL,0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI
oco6u, BignoBiganbHOI 3a 3AiNCHEHHS!

3a peyenmom

UA/6293/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
hapMakoHarnagy (BK/1oHatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MiLLeHHi macTep-
chaiina cuctemu chapmakoHarnsgy) 3miHa
MicLSl 34iACHEHHSA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicL,e3HaxoMKeHHss MacTep-daiina cuctemu
chapmakoHarnsgy
79. E/TIOKOM® mMasb 0,1 %, no 151 LLepiHr- LLIselinapis LLepiHr-Mnay /la6o H.B. Benbris BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6293/01/01
abo 30 ry Ty6i 3 Mnay MaTtepianis: 3miHu | TUny - 3MiHW WoA0
MapKyBaHHAM CeHTpan Ict 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
YKpaiHCLKOK MOBOIO; Al BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
no 1 Ty6i y KapTOHHIl [aHux Npo cuctemy chapmakoHarisgy
Kopobui 3 (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo
MapKyBaHHAM cuctemy chapmakoHarnisgy, 3miHa
YKpaiHCLKOK Ta yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
aHrnilicbkoo MoBamMu 3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoum KOHTaKTHI
AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MicUs 3[iICHEHHA OCHOBHOI Ais/IbHOCTI 3
hapmakoHarnagy. 3miHa
MicL,e3HaxoMxeHHss macTep-daiina cuctemu
chapmakoHarnsgy
80. EMEHA® Kancynu no 125 mr + Mepk Wapni | LWseliuapisa BMPOGHULITBO Ipnangis/ BHECEHHS 3MiH [0 peecTpaliiHnx 3a peyenmom UA/4525/01/01
kancynu no 80 mr Ooym ILEA, Hepo3dacoBaHo| Higepnangn marepianis: 3MiHK | TUNY - BUy4YeHHs
KoMb6i-ynakoBka no 3 IHK NpoAyKLii Ta KOHTPO/1b BMpOGHMKa ADI (anpenitaHTy) MCL
Kancynu; no 1 kancyni AKOCTI: Aflkepmec WHTepHewwHn MmeX (Punuan MyspTo -Puko)
no 125 mr + 2 kancynu dapma AiieneHg 114, 000, CWA
no 80 mr y 6nictepax y Ipnangis,
KapTOHHI 06ropTui; nepBuUHHE/BTOPUHHE
no 1 KapTOHHIl nakyBaHHs Ta [403Bi/T HA
06ropTLi B KAPTOHHIl BUNYyCK cepii: Mepk
KopooLi LWapn i floym B.B.,
Higepnangmn
81. EMTPULUWNTA | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in bulk", CnoseHis/ BHECEHHS 3MiH 10 peecTpaviinHmx 3a peyenmom UA/16106/01/01
BIH/ nNiBKOBOIO HoBso mecTo NnepBUHHE Ta BTOPUHHE HimeuunHa martepianis: 3MiHu | TNy - 3MiHa y nNpoueci
TEHO®OBIP o60n10Hkot0, No 200 nakyBaHHs, KOHTPO/1b BMPOGHMLITBA rOTOBOrO JlikapCbkoro 3acoby,
KPKA Mr/245 mr Ne30 (30x1) cepii Ta BUNYycK cepii: a came: BBe[leHHs eTaHosy, 6e3B04HOr0 B

y donakoHi

KPKA, a.4., HoBo mecTo,
CnoseHis
KOHTPO/b Ccepil:

AKOCTi a/lbTEPHATUBHOIO PO3YMHHIKA, L0
BYKOPUCTOBYETLCS [i/151 MPUrOTYBaHHS
CycneHsii 47151 HAaHeCEeHHs! N1iBKOBOro
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
KPKA, a.4., HoBo mecTo, NOKPUTTS!, @ TaKOX BHECEHHS pefakLiiHnX
CnoBeHis 3MiH B p. 3.2.P.3.4; 3miHu | Tuny - 3miHa
nepBUHHE Ta BTOPUHHE NEepPBUHHOTO MaKyBaHHS, L0 He KOHTaKTyeE 3
nakyBaHHS, BUNYyCK rOTOBUM NiKapCbkMm 3acob0M, a came:
cepii: 3amMiHa noninponifieHoBMX KPULLOK 3
TAL d®apma M'M6X, ocyLlyBayeM Ha NoninpomniieHoBi KPULLIKKM 3
HimeuyunHa 3axuUCTOM Bif AiTeli Ta 3 KOHTPO/IEM
KOHTPO/b cepii: NepLuIoro BiAKPUTTA 3 OCyLlyBayeM, y 3B’A3Ky
TAL d®apma M'M6X, i3 MapKeETMHIOBOKO HEOOXigHICTIO
HimeuunHa
KOHTPO/Ib
MikpobiosioriyHol
yactoTtu cepii (y
BMNaAKy KOHTPOO cepii
TAL ®apma M'v6X):
Nabop N+C Arl',
HimeuunHa
82. ENIPYBIUNH PO34MH A4 iH ek, 2 MicTpan AHrnisA AkTasic ITania C.n.A., ITania/ BHECEHHS 3MiH O peecTpaviinHmx 3a peyernmom UA/14658/01/01
- BICTA mr/mn, no 5, a6o 10, Kenitan ITanis PymyHis MaTepianis: 3miHu | TMny - 3MiHK WOA0
abo 25, abo 50, abo MenemxmeH CiHpgaH ®apma C.P.J1., 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsgy.
100 mn 'y dpnakoHi; no T NimiTepq, PymyHis BBeaeHHss abo 3MiHU [0 y3aranbHeHuX
1 dhnakoHy B [JaHux npo cuctemy apmMakoHarnagy
KapTOHHI/ KopoobLi (BBEAEHHS y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnsagy, 3miHa
YNOBHOB&XEHOT 0cobu, BiANOBIAa/IbHOI 3a
3[jificCHEHHA hapMakoHarnsaay; KOHTaKkTHOI
ocobu 3 chapmakoHarnagy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT
oco6w, BignoBiAabHOI 3a 3AiACHEHHS
hapMakoHarnagy (BK/Io4arum KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0cobu, BiANOBIAa/IbHOI 3a
3piicHeHHs hapmakoHarnsagy: firoya
pepakuis: Jybau TeTaHa BikTopiBHa;
MponoHoBaHa pepakuis: CoTHikoBa
CsiTnaHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a hapMakoHarnsag.
3MiHa Micus 3AiICHEHHSI OCHOBHOT
LisNbHOCTI 3 thapmakoHarniagy. 3MiHa
MiCLLe3HaX0KEHHS1 MacTep-doaiina.
83. EXIHALIES - TabneTkn, BKpUTI MAT YkpaiHa MAT "/ly6Hnchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX bes3 peyenma UA/6079/01/01
NYBHU®PAPM | 06010HKOK no 100 mr "Jly6HMdap MaTepianis: 3mMiHK | TUNY - BUTYYEHHS
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

no 10 TabneTtok y
6nicTepi; no 2 abo 3
6nictepn y nauuj 3
KapToHyY

nokasHuka «Aepocun» 3i cneyudikadii
roToBOro fikapCcbKoro 3acoby 3rigHO
3arasibHOI CTaTTi «TabneTku» Aitoyoro
BngaHHa ey

84.

EBPOLE®TA
3

MOPOLLIOK A5 iH'EKLLNA,
1 dpnakoH 3 NOPOLLKOM
B KOPOOLLi 3 KAPTOHY

ToBapucTeo
3
06MmexXeHo
BignoBigab
HICTIO
"KoHapk
IHTenmen”

YkpaiHa

Csicc NapeHTepan3
nTo.

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3mMiHu |l TMNY - 3MiHKX WOA0
6e3nekun/edhekTVBHOCTI Ta papMakoHarnagy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BMAAui peecTpaviiiHoro noceigyeHHs,
BK/OYaloumM MnaH ynpaBniHHA pu3nkamu
(3acTocyBaHHs 3MiH(1), sKi(a) BUMaraoTb(€)
nofasbLIOro 06r'pyHTyBaHHS HOBUMU
[00aTKOBUM i@aHUMK, LLIO MatoTb
HafaBaTUCs KOMMETEHTHUM OpraHoMm,
OCKiNbKN BUMAraeTbCs CyTTEBA OLLiHKA
KOMNEeTeHTHUM OpraHoMm). BukoHaHHS
3000B'A3aHb BIANOBIAHO A0 MiANYHKTY 2.3
NyHKTY 2 gogatky 15 go Mopagky
NpoBeAeHHs eKcnepTu3n peecTpaLiiHnix
martepianis Ha fikapcbki 3aco6u, Lo
noJatTbCA Ha AepxaBHy peecTpauito
(nepepeecTpadito), a TakoX ekcnepTnsn
MaTepianiB NPo BHECEHHS 3MiH 40
peecTpauiiHnx maTepianis NpoTarom aii
peecTpavuiiiHoro nNocBigYeHHs,
3aTBEpPAKEHOro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Bif 23.07.2015 Ne 460)

3a peyernmom

UA/12595/01/01

85.

SNPOMWUH

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 500 Mr
no 3 Tabnetkn y
6nicTepi, no 1
6nicTepy B KApTOHHiIl
Kopobu,i

YOPA[,
MEONLVH
NIMITEL,

Benuka
BpuTaHis

Biochapma lnau CaH. Be
Timpx. A.LL., TypeuunHa
YOP MEAULINH
INAY CAH. BE TIK.
A.LL.

TypeuyunHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTtepianis: 3miHu | TUny - 3MiHW WoA0
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHsA abo 3MiHM [0 y3arasibHeHNX
[JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarssgy, 3miHa
YMNOBHOBaXeHOT 0cobu, BignoBifanbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
0cobu 3 thapmakoHarnsgy 3asBHuKa A/1s
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
ocobw, BignoBiga/IbHOI 3a 34iCHEHHS]
hapmMakoHarnagy (BK/1o4HatoUm KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
YNOBHOBaXXEHOI 0CO6M BiANOBigaNbLHOI 3a

3a peyenmom

UA/12748/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk KpaiHa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

chapmakoHarnsag;:

[itoua pepakuin: XwoceiH Torisni / Mr.
Huseyin Tonyali; NponoHoBaHa peaakuis:
Mescim Inbkbaxap AiHyens / Mrs. Mevsim
llkbahar Dincel; 3miHa KOHTaKTHUX gaHUX
YMOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
dhapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHuX

KOHTaKTHOI 0co6W, BiANOBIfa/IbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI ZisNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs macTep-daiina.

86.

30BIPAKC®

Kpem 5%; no 2ry
Ty6i; no 1 Ty6i y
KapTOHHI/ KopoobLi

nakcoCmit
KnsiiH
KoHcbtomep
Xenckep
(1OK)
Tpenginr
Nimiteq

Benuka
BpuTaHis

Benuka
BpuTaHis

nakco OnepeiiwHc FOK
Nimiten

BHECEHHS 3MiH 0 peecTpavyinHmx
mMartepianis: 3MiHu | TUNY - NOAAHHS HOBOrO
cepTudikaTa BignoBigHOCTI €Bponeiichbkiii
thapmaxonei Ne R1-CEP 1998-029-Rev 08
Ans pitoyvoi pevosumHn Aciclovir Big HoBoro

BMPOGHWKA; 3MiHW | TUMY - BUNYYEHHS
BMPOGHWYOT AinbHUL (BK/THOYAKOYUUN AibHULL
ons A®l, npoMiXXHOro NpoaykTy abo
roTOBOrO likapcbKoro 3acoby, AinbHULi Ans
npoBefeHHs NakyBaHHs, BUPOOHUKA,
BiANOBIAa/ILHOIO 3a BUNYCK Cepiit, MicLe

NpoBeAEHHS KOHTPO/ILO cepii) abo

noctayasibH1Ka BUXiAHOro matepiasy,
peareHTy abo [0MOMiXHOI PEYOBUHM -
BWyYEHHS BUPOOHUKIB [il040i peYOBUHMN
Aciclovir

6e3 peyenma

UA/8629/01/01

87.

30NEAPOHO
BA
KNCNOTA-
BICTA

KOHLLeHTpaT Ans
PO34MHy N8 iHysild,

4 mr/5 mn; 1 chnakoH 3

KOHLEHTpaToM B
KapTOHHI KOpooLyi

MicTpan
Kenitan
MeHegxmeH
T NlimiTeq,

AHrnis

AkTasic ITania C.n.A. ITanis

BHECEHHS 3MiH 1O peecTpaLiiHnx
MaTepianis: 3miHu | TMny - 3MiHK WoA0

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

BBeaeHHs ab0o 3MiHU A0 y3arasbHeHNX
[JaHvx npo cuctemy dapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPo
cuctemy hapMakoHarnagy, amiHa
YMOBHOBaXXEHOT 0CO6M, BignoBiganLHOI 3a
3iiCHEeHHS1 hapMakoHarnsay; KOHTaKTHOI
ocobu 3 thapmakoHarnsgy 3asBHuKa 415
3[ilicCHEeHHS1 dpapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YNOBHOBaXEHOI
oco6u, BiANoBIfa/IbHOI 3a 3AiICHEHHS
hapMakoHarnsay (BK/IYatoum KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-
thaiitna cuctemu chapmakoHarnsgy) 3viHa
YMOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
hapmakoHarnsa: ditoya pepakuis: Jy6ay

3a peyenmom

UA/14456/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

TeTsaHa BikTopiBHa; MNponoHoBaHa pefakuis:
CotHikoBa CsiTnaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOi 0cobu,
BiANOBIA&/ILHOT 3a hapmakoHarnsag. 3MiHa
MiCLS 34iICHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLLe3HaX0KEHHS1 MacTep-doaiina.

88.

30/TTOHAP

po3unH gNns iHQysii, 5
Mr/100 mn, no 100 mn
y thnakoHi; no 1
(bNakoHy B KAPTOHHIl
KopoobLi

YOPN]
MEONLVH
INIAY CAH.
BE TIZXK.

AL

TypeyunHa

lgon 1nay Jonym CaH.
Be Tigx. A.LL.

TypeyunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3miHu | TUny - 3MiHW WoA0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
[aHuX npo cuctemy dhapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarnisgy, 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoum KOHTaKTHI
AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0c06Y BiANOBIAA/ILHOI 32
hapmakoHarnag;

[itoua pepakuin: XwoceiH Torisni / Mr.
Huseyin Tonyali. NMponoHoBaHa pejakuis:
Mescim Inbkbaxap AiHyens / Mrs. Mevsim
likbahar Dincel. 3MiHa KOHTaKTHWUX AaHWX
yMOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0co6W, BiAMNOBIfa/IbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHss macTep-daiina.

3a peyenmom

UA/14630/01/01

89.

IBAHOPOHO
BA
KUCNOTA-
BICTA

TabneTku, BKpUTI
NAiBKOBOO
060/10HKO0, M0 50 Mr;
no 10 TabneTok y
6nictepi; no 3
6nictepn B KOPOOLi

MicTpan
Kenitan
MeHepxmeH
T NimiTepq,

AHrnis

CiHTOH XicnaHis, C.J1.

IcnaHis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TURy - 3MiHK LWOAO
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnsay.
BBefeHHs abo 3MiHU 10 y3arasibHeHNX
[aHux nNpo cuctemy dapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPo
cuctemy chapmakoHarnagy, 3miHa
YNOBHOBaXEHOI 0CO6M, BiANOBigaNbHOI 3a
3[iliCHEHHST (hapMakoHarnsay; KOHTaKTHOT
0cobu 3 chapmakoHarnsay 3asiBHMKa A5

3a peyenmom

UA/16004/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
3[iicHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BignoBiga/bHOI 3a 34iCHEHHS]
hapMakoHarnagy (BK/1oHatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0co6M, BiANOBigaNbHOI 3a
hapMakoHarnag:
[itoua pepakuis: [lybay TeTsHa BikTopiBHa;
MponoHoBaHa pepakuin: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHWX
[aHVX YNoBHOB&XeHOI 0cobu,
BiANOBIAa/ILHOT 3a hapmakoHarnsag. 3MiHa
MiCLS 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLLe3HaX0KEHHSI MacTep-doaiina.
90. IBYNPOM TabneTkn, BKPUTI HOHina6, Mn CWA BUpPOGHYK, MonbLua/ BHECEHHS 3MiH 40 PEECTPaLiiHNX 6e3 peyenma UA/1361/01/01
MAKC 060/10HKOI0, Mo 400 BiANOBiAA/IbHWIA 3a Benuka mMaTtepianis: 3MiHu | TUNY - NogaHHA
Mr; o 6 TabneTok y yNaKoBKy, KOHTPO/b Ta BpuTaHis OHOBJIEHOrO cepTudikaTa BignoBigHOCTI
6nicTepi, no 1 BWMYCK Cepii roTOBOro €sponelicbkin dhapmakonei Ne R1-CEP
6nicTepy B KapTOHHIl NPOAYKTY: 1996-061-Rev 12 ansa fjito4oi pevyoBuHA
Kopobui; no 12 TOB HOC Papmauis, Ibuprofen Big BXe 3aTBEPAXEHOTO
TabneTtok y 6nictepi; MonbLua BMpO6HUKa Strides Shasun Limited
no 1 a6o no 2 Brpo6HuK,
6nicTepy B KAPTOHHii BiAnoBiganbHUii 3a
Kopo6ui, no 24 BMPOGHULITBO, KOHTPO/b
TabneTkn y priakoHi, Ta BUMNYCK NPOAYKTY in
no 1 cpnakoHy B bulk:
KapTOHHI KOpooLyi LLlyedpapm Cepsices
114, Benvika Bputanis
91. IBIKAPA® H Tabnetku no 40 OPIAHOCMU OAE EBepTomkeH Nalidy IHais BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/16929/01/01
mr/12,5 mr, no 7 H CaeHcms Jliviteq, marepianis: 3MiHW | TUMY - 3MiHN B TEKCT
TabneTtok B NAN®CAEH MapKyBaHHA NepPBUHHOT Ta BTOPUHHOT
IOMIHIEBOMY Cn3 (E® yNakoBKM NiKapcbKoro 3acoby LWoao
6nictepi, no 2 3ET CI) 3a3HaYeHHs MbKHapOAHMX NO3HaYeHb
6nicTepn y KapTOHHIl O MHWLb BUMIpIOBaHHSA. BBeeHHS 3MiH
Kopob6ui; no 7 npoTArom 3-x MiCALIB MiCNA 3aTBEPKEHHSA
TabneTok B
1IOMIHIEBOMY
6nicTepi, no 4
61icTepy y KapTOHHiN
Kopo6ui
92. I3IKAPA® H Tabnetku no 80 OPIAHOCMU OAE EBepTomkeH Nalid IHais BHECEHHS 3MiH 0 peecTpaviintHmx 3a peyenmom UA/16929/01/02
mr/12,5 wmr, no 7 H CaeHcus NimiTeq marepianis: 3MiHu | TUMNY - 3MiHW B TEKCT
TabneTok B NAN®CAEH MapKyBaHHA NepBUHHOI Ta BTOPUHHOI




Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1

IOMIHIEBOMY Cn3 (E® yNakoBKU NiKapcbKoro 3acoby LWoao
6nicTepi, no 2 3ET Cl) 3a3HauYeHHsA MiXXKHapOAHWX NO3HaYeHb
6nicTepy y KapTOHHIl OAVHULb BMMIpIOBaHHS. BBeAEHHS 3MiH
Kopobui; no 7 NPOTArom 3-X MicALiB Nicna 3aTBepAKEHHSA
TabneTok B
aloMiHiEBOMY
6nictepi, no 4
611icTepy y KapTOHHIN
Kopobui

93. IBIKAPA® H Tabnetku no 80 mr/25 OPTAHOCU OAE EBepTomxeH aiid IHAisa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/16929/01/03
Mr, M0 7 TabneTok B H CaeHcms Jliviteq, marepianis: 3MiHW | TUMY - 3MiHN B TEKCT
aIOMIHIEBOMY NAND®CAEH MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI
6nictepi, no 2 Cn3 (E® yNakoBKU NiKapCbKoro 3acoby LWoao
611icTepy y KapTOHHiIN 3ET CI) 3a3HaYeHHs MbKHapOAHMX NO3HAYeHb
Kopo6ui; no 7 OAMHWLb BUMIPIOBaHHSA. BBeeHHS 3MiH
Tabnetok B NpoTArom 3-X MiICALiB NicNa 3aTBePAKEHHSA
antoMiHiEBOMY
6nicTepi, no 4
6nicTepy y KapTOHHIl
Kopobui

94. IMATIHIB- kancynu no 100 mr; no MicTpan AHrnis CingaH ®apma C.P.J1. PymyHis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/15420/01/02

BICTA 10 kancyn B 6nicTepi; Kenitan MaTepianis: 3miHu | TMny - 3MiHK WoA0

no 3 abo 12 6nictepis MeHemXMeH 6e3nekn/edekTBHOCTI Ta hapMakoHarnsay.
y nayui 3 kKapToHy T NimiTepq, BBefeHHs abo 3MiHU [0 y3arasibHeHNX

[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnagy, 3miHa
YNOBHOB&XEHOI 0CO6MU, BiANOBiAaNbHOI 3a
3[iliCHEHHST (papMakoHarns4y; KOHTaKTHOT
ocobu 3 chapmakoHarnsay 3asiBHMKa 415
3pilicHeHHa hapMakoHarnagy B YkpaiHi,
SIKLL,0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI
ocobu, BiANOBIfaIbHOI 3a 3A4iACHEHHS
thapmakoHarnagy (BKovaoum KOHTaKTHi
[OaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6MU, BiANOBiAaNbHOI 3a
hapmakoHarnsag: Litoya pegakuis: Qy6ay

TeTsaHa BikTopiBHa; MNponoHoBaHa pefakuis:

CoTHikoBa CsiTnaHa BikTopiBHa. 3MiHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOT 3a hapmakoHarnsag. 3MiHa

Micus 34iiCHEHHA OCHOBHOI AisSNIbHOCTI 3
thapMakoHarnsgy. 3miHa
MicLIe3Hax0MKEHHs1 MacTep-haiina.
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

95.

IMATIHIB-
BICTA

kancynu no 400 wmr; no
10 kancyn y 6nictepi;
no 3 6nictepm y naudi
3 KapTOHY

MicTpan
Kenitan
MeHepKmeH
T NimiTeq,

AHrnis

CingaH ®apma C.P.J1.

PymyHis

BHECEHHS 3MiH [j0 peecTpaviinHmx
marepianis: 3MiHu | TURy - 3MiHK LWOA0
6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy.
BBegeHHA ab0 3MiHM A0 y3arasibHeHNX
[JaHvx Npo cuctemy dhapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO
cucTemy chapmakoHarnagy, amiHa
YNOBHOB&XXEHOT 0CO6MU, BigNOBigabHOI 3a
34iiCHEeHHSs1 dhapMakoHariaay; KOHTakTHOI
0co6u 3 chapmakoHarnagy 3asBHuKa 45
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6u, BiANoBIfaIbHOI 3a 3AiACHEHHS
thapmakoHarnagy (BKovaym KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
thapmakoHarnag;: fitova pegakuia: Qy6ady
TeTsaHa BikTopiBHa; MNponoHoBaHa pefakuis:
CotHikoBa CsiTnaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOi 0cobu,
BiANOBIAa/ILHOT 3a hapmakoHarnsag. 3MiHa
MiCLS 34iICHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLLe3HaX0KEHHS1 MacTep-doaiina.

3a peyenmom

UA/15420/01/01

96.

IMINEHEM/
LUANACTATU
H - BICTA

NOPOLLOK A/1A
NPUroTyBaHHs
PO34UHYy ANs iHQy3il
no 500 mr/500 mr; 1
a60 10 cknsHMX
oNakoHIB 3 NOPOLLKOM
Y KapTOHHIli kopoobLi

MicTpan
Kenitan
MeHexmeH
T NlimiTeq,

AHrnis

PAKTA
®APMACBIOTICI
C.NA., ITANIA
ALIC IOB®AP C.n.A,,
ITanis (BMPOGHMLTBO Ta
KOHTPONb SIKOCTI
CTEPW/IbHOI CyMiLLli)

ITanis

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3miHu | TUny - 3MiHK WoA0

6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.

BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
[aHuX npo cuctemy dapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3MjliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoUm KOHTaKTHI
AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnsag: Aitoya pepakuis: Qy6ay

TeTsHa BikTopiBHa; MponoHoBaHa pefakuis:

CotHikoBa CgiTnaHa BikTopiBHa. 3MiHa

3a peyernmom

UA/16166/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0cobMu,
BiANOBiAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicUs 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
hapmakoHarnagy. 3miHa
MicLie3HaxXO[PKEHHA MacTep-gdaina
97. IMOBAKC cycneHsis ons iH'ekwujn CaHodi PpaHuis NOBHWIA LMK PpaHuis BHECEHHS 3MiH 40 peecTpavyinHmx 3a peyernmom UA/14266/01/01
nonio no 0,5 mn (1 gosa) y Mactep C.A. BMPOGHMLTBA, BUMYCK mMartepianis: 3mMiHu | Tuny - 3MiHa y
BAKUUHA nonepegHsL0 cepii: CaHodi MacTep, napameTpax cneuudikauii Ta/abo
ana 3arnoBHEHOMY LMWL ®dpaHLisa; BTOPUHHE [OMYCTUMUX MeX, BUSHAYEHNX Y
MPO®INAKT 3 MPUKPINIEHO0 nakyBaHHs: 3AT cneumdikayisx Ha A®l, abo
KN ronkoto (abo 2-ma "CaHogi-ABeHTIC", BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
noniomieni OKpemumu rosikamu) B YropumHa; 3anoBHeHHs BVIKOPVCTOBYIOTLCS Y NMpoLeci BUpoGHULTBA
TY KapTOHHI KopobL; no LINPULIB, KOHTPO/1b A®I| - nogasaHHA A0 NPOIN0 TeCTyBaHHSA
IHAKTUBOBA | 5 mn (10 go3) y AKOCTI (CTEPUNBHICTB): NoCiBHUX cepiii BUNpobyBaHb Ha Bovine
HA PIOKA NakoHi 3 3aXMCHUM CAHO®I BIHTPOIN Circovirus, Porcine Circovirus gns
KoBnaykom; no 1 a6o IHOACTPIA, ®paHuis noniosipycis Tunis 1 ta 3; 3miHu Il Trny -
10 dpnakoHis B 3MiHM B npoueci BupobHuutea APl (3miHa
KapTOHHI KOpo6Li CTOCYETbCA aKTUBHOI PEYOBUHU
6i0N10ri4YHOro/iMyHO/IONYHOrO NOXOKEHHS
a60 BMKOpUCTaHHA XiMiuHUX APly
BMPOGHULTBI NTiKapCbKoro 3acoby
6i0/10r4YHOro/iMyHONOMNYHOTO NOXOKEHHS,
sika MOXe MaTy 3Ha4YHWI BNAVB Ha SKICTb,
6e3neky Ta e(PeKTVBHICTb NiKapCbKoro
3aco0by, i He CTOCYETbCA NPOTOKOY)
98. IHCY®OP TabneTkn, BKPUTI yYorPna TypeyunHa Inko Inau CaH. Be Tigx. TypeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/14631/01/03
NNiBKOBOIO MEANUNH A.LL., TypeyunHa MaTtepianis: 3miHu | TUny - 3MiHK WoA0
060/10HKOI0, N0 500 Mr ITAY CAH. yopna MEANLINH 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.
no 15 tabneTtok y BE TIOXK. INAY CAH. BE TIK. BBefeHHs abo 3MiHM A0 y3ara/ibHEHNX
6nicTepi; no 2 abo 4 A.LL. A.LL. [aHux npo cuctemy hapmakoHarnsgy

6nicTepy y KapTOHHIl
Kopobui; no 15
Tabnetok y 6nictepi;
no 6 6nictepis y
KapTOHHI KOpooLyi

(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarssgy, 3miHa
YMNOBHOBaXeHOT 0cobw, BignoBifanbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
0cobu 3 thapmakoHarnsagy 3asBHuKa 41s
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
ocobw, BignoBiga/IbHOI 3a 34iNCHEHHST
hapmMakoHarnagy (BK/1to4atoUm KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MiLLieHHi MacTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
YNOBHOBaXEHOI 0C06Y BiANOBIAA/ILHOI 32
hapmakoHarnag:

[itova pepakuin: XtoceiH ToHisni / Mr.
Huseyin Tonyali; MponoHoBaHa pegakuis:
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

Mescim Inbkbaxap AiHyens / Mrs. Mevsim
llkbahar Dincel; 3miHa KOHTaKTHUX gaHUX
YMOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
dhapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0co6W, BiAMNOBIfa/IbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI ZisNbHOCTI 3 hapmakoHarnsay.
3MiHa MicLe3HaxomKeHHs macTep-daiina.

99.

IHCY®OP

TabneTku, BKpUTI
NiBKOBOO
060/10HKOt0, Mo 1000
mr; no 10 TabneTok y
6nictepi; no 3
611icTepy y KapTOHHiIN
Kopo6ui; no 10
TabneTtok y 6nictepi;
no 6 abo 9 6nictepis y
KapTOHHIA KopoobLi

YOPN
MEAVLIH
INIAY CAH.
BE TIAX.

AL

TypeuunHa

Inko Inau CaH. Be Tigx.
A.U., TypeuumHa
yorPng MEANLIH
INAY CAH. BE TIDK.
A.LL.

TypeuunHa

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: 3miHu | TUny - 3MiHK WoAa0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHA ab0 3MiHM [0 y3arasibHEHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHKX NPO
cuctemy chapmakoHarniagy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
3[jiicHEHHSA hapMakoHarnsaay; KOHTakTHOI
0cobu 3 chapmakoHarnsagy 3asBHuKa A5
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iNCHEHHS]
hapMakoHarnaay (BK/1oHatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U BiANOBIAaNbLHOI 3a
hapMakoHarnag:

[itoua pepakuisi: XtoceliH ToHisni / Mr.
Huseyin Tonyali; NMponoHoBaHa pejakLis:
Mescim Inbk6axap AiHuens / Mrs. Mevsim
llkbahar Dincel; 3miHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0cO6M, BignoBiganbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aii/IbHOCTi 3 hapmakoHarnsgy.
3MiHa MicLie3HaxoMKeHHs1 MacTep-haina.

3a peyenmom

UA/14631/01/02

100.

IHCY®OP

TabneTkun, BKPUTI
NiBKOBOO
060/10HKOI0, No 850 Mr
no 15 tabnetok y
6nicTepi; no 2 abo 4
6nicTepn y KapTOHHIl
Kopo6ui; no 15
TabneTtok y 6nictepi;
no 6 6nictepis y

YOPN]]
MEAVLIVH
INIAY CAH.
BE TIZX.

ALLL

TypeyunHa

Inko lnay CaH. Be Tigx.
A.LlL., TypeyunHa
yopna MEANLINH
INAY CAH. BE TIDK.
A.LL.

TypeyunHa

BHECEHHS 3MiH 1O peecTpaLiiHnx
MaTepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHsA ab0o 3MiHU A0 y3arasibHeHNX
[aHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy chapmakoHarnsagy, amiHa
YMOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3fjiliCHeHHs1 hapmakoHarnagy; KOHTakTHOI

3a peyenmom

UA/14631/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
KapTOHHIA KOpooLi 0ocobu 3 hapmakoHarnsagy 3asBHuKa ans
3pificHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
0oco6u, BiANOBIfabHOI 3a 3A4iICHEHHS
thapmakoHarnagy (BKovaum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U BiANOBIAaNLHOI 3a
thapmakoHarnsag;:
[itoua pepakuisi: XtoceliH ToHisini / Mr.
Huseyin Tonyali; NMponoHoBaHa peAakuis:
MeBcim Inbk6axap fAiHuens / Mrs. Mevsim
llkbahar Dincel; 3mMiHa KOHTaKTHUX gaHUX
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
dhapmakoHarnsg. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6M, BiANOBiAaNbHOI 3a
hapmakoHarnsg. 3miHa Micus 34iCHEeHHS
OCHOBHOI AiSi/TbHOCTi 3 ddapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-daiina.
101. | IHOAHPUKC cycneHsist g5 iH'ekuin nakcoCmit Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/13939/01/01
™InB no0,5mny KnsiiH BpuTaHis Bionogxikans C.A. mMartepianis: 3mMiHu | TUNy - BBEAEHHSA
KOMBIHOBA nonepegHL0 ExcnopTt a/IbTEPHATUBHOIO METOAY MPUTOTYBaHHSA
HA 3anoBHeHOMYy Nimiten po3unHy Amino-Acids and Vitamins (AAV),
BAKUVHA 0ofiHOpa3oBoOMy LLIO BUKOPUCTOBYETLCSA B MOXUBHOMY
ansa LUNPWLi Y KOMNNEKTI 3 cepegosuwi ans Vero cell culture npu
MPODINTAKT rosikoto; no 1 a6o 10 BMPOBGHULTBI MPOMIXXHOrO MPOAYKTY
KN nonepegHbL0 iHakTuBoBaHoro noniosipycy (IPV)
ONODTEPII, 3arnoBHEHNX
NPABLA, 0HOPAa30BMX LUMPUL,iB
KALUTFOKA y NNacTukosBomy
(AUENKONAP | KoHTeliHepi; no 1
HUIA KOHTeliHepy B
KOMMOHEHT | kapTOHHIli KopoobLi
)TA
noniomieni
TY
102. | INAMIA TabneTkn, BKPUTI AT YKpaiHa AT "KUIBCbKWN YKpaiHa BHECEHHS 3MiH 0 peecTpavjiinHmx 3a peyenmom UA/4527/01/01
NNiBKOBOIO "KNTBCbKN BITAMIHHWU 3ABOA" mMaTtepianis: 3MiHu | TRy - 3MiHa y
060/10HKO0, No 2,5 Mr " napameTpax cneuudikauii Ta/abo
no 10 TabneTok y BITAMIHHN A0NYCTUMUX MEX, BUSHAUYEHUX Y
6nictepi; no 3 " 3ABOA" cneumdikayisx Ha A®l, abo

6nictepy B navui

BUXiAHWIA/NPOMIDXHUIA NpoAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCS Y NpoOLLeCi BUPOOHMLTBA
A®I; cynyTHS 3MiHa: 3MiHa y MeTogax
BMNpPo6yBaHHs APl abo BUXiAHOrO
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
MaTepiany/npoMiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y NMPOLECI
BMpo6HULUTBa AdI
103. | IPUHOTEKAH | koHueHTpart ans Mictpan AHrnis AxTasic ITania C.n.A. ITanis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/14240/01/01
-BICTA NpUroTyBaHHsA Kenitan MaTepianis: 3miHu | TMny - 3MiHK WoA[0
pO34uHy A5 iHdy3il, MeHexmeH 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
20 mr/mn no 5 mn (100 T NimiTepq, BBefeHHsA abo 3MiHM [0 y3arabHEeHNX
mr) a6o no 15 mn (300 AaHux nNpo cuctemy dhapmakoHarisgy
Mr), a6o 25 mn (500 (BBEAEHHSA y3araslbHeHNX AaHUX rnpo
Mr) y donakoHi; no 1 cuctemy chapmakoHarnsgy, 3miHa
h/1aKOHY B KapTOHHii yNOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
KopoobLi 3[iiCHEeHHSs1 dhapMakoHarnaay; KOHTakTHOI
0co6u 3 chapmakoHarnsagy 3asBHuKa 415
3fiicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLL0 BOHa BigMiHHA Bif, YNOBHOBaXEHOI
oco6u, BiANoBifabHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKovaum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6MU, BifgNoBiganNbHOI 3a
thapmakoHarnag: fAitova pegakuia: Qy6ady
TeTsaHa BikTopiBHa; MNponoHoBaHa peAakLis:
CoTHikoBa CsiTnaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0cobMu,
BiANOBIAa/ILHOT 3a hapmakoHarnsag. 3MiHa
MiCLS 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLIe3HaXO/PKEHHS MacTep-dhaiina
104. | KAHAMBIOTW | kpanni ByLHi N0 5 Mn neHmapk IHais neHmapk IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/8208/01/01
K y thnakoHi, no 1 dapmacboT dapmacboTukans ra. mMaTtepianis: 3MiHu | TNy - 3MiHa po3mipy
th1akoHy pasom 3 nkans fira,. cepii roToBoro NikapcbKoro 3acooby;
nineTKoK-KOBMNAa4YKoM 3anponoHoBaHo: 100 niTpis (20 000
BKNafeHoMy y hnakoHiB no 5 mn)
nonieTnneHoBuii
NakeTuK y KapTOHHIM
Kopo6ui
105. | KAMNEUWUTABI | Tabnetku, BKpUTI TOB "TeBa YkpaiHa TeBa Yex IHAacTpi3 Yecbka BHECEHHS 3MiH 0 peecTpaviintHmx 3a peyenmom UA/16478/01/01
H-TEBA NiBKOBOO Ykpaina" c.p.o. Pecny6nika marepianis: 3MiHu | TMMNY - NOJaHHSA HOBOTO
060/10HKO10, M0 150 Mr cepTudikaTa BignoBiaHOCTI EBpoNeiiChKiit
no 10 TabneTtok y hapmakonei Ne RO-CEP 2015-078-Rev 00
6nicTepi; no 6 ONs 4il4oi peyoBMHU Bif BXeE
6nicTepiB y KOpobui 3aTBEpPKEHOro BUPO6HMKA
106. | KAMEUWUTABI | Tabnetku, BKpUTI TOB "TeBa YkpaiHa TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/16478/01/02
H-TEBA NiBKOBOO YkpaiHa" c.p.o. Pecny6nika marepianis: 3MiHu | TMNY - NOJaHHS HOBOTO

060/10HKO, No 500 mr

cepTudpikaTa BignoBiaHOCTI EBponeiichbkiit
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
no 10 TabneTtok y hapmakonei Ne RO-CEP 2015-078-Rev 00
6nicTepi; no 12 ONA 4il4oi peyoBUHM Bif, BXE
6nicTepiB y kKopobui 3aTBEPKEHOr0 BUPOGHMKA
107. | KAPAOJIAKC | po3uuH ans iH'ekuii, 1 yopna TypeyunHa Medap Inau CaH. A.LL. TypeyunHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/16067/01/01
mr/mMn no 5 mn B MEANUNH mMarepianis: 3MiHu | TURy - 3MiHK LWOAO
amnyni; no 10 amnyny INAY CAH. 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KOHTYPHili YapyHKOBIi BE TIOXK. BBefeHHsA abo 3MiHM [0 y3arabHEeHNX
ynakosLi; no 1 A.L AaHux nNpo cuctemy dhapmakoHarisgy
KOHTYPHIn YapyHKOBIl (BBEAEHHSA y3araslbHEHVX AaHWX NPO
yMaKoBLi B KAPTOHHiIl cuctemy chapmakoHarnsgy, 3miHa
Kopobui YNOBHOBaXXEHOT 0CO6MU, BigNoBigabHOI 3a
3[jiiCHeHHs1 hapmakoHarnagay; KOHTakTHOI
0co6u 3 chapmakoHarnsagy 3asBHuKa 415
3fiicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLL0 BOHa BigMiHHA Bif, YNOBHOBaXEHOI
oco6u, BiANoBifabHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKovaum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOI 0CO6U BiANOBIAaNLHOI 3a
dhapmakoHarnsg;
[itoua pepakuisi: XtoceliH ToHisini / Mr.
Huseyin Tonyali; NMponoHoBaHa peAakuis:
MeBcim Inbk6axap fAiHuens / Mrs. Mevsim
llkbahar Dincel; 3miHa KOHTaKTHUX gaHUX
YNOBHOBaXXEHOT 0CO6MU, BigNoBigaNbHOI 3a
hapmMakoHarnsag. 3mMiHa KOHTakTHUX JaHuX
KOHTaKTHOT 0CO6MU, BiANOBIAaNbHOI 3a
hapmakoHarnsg. 3miHa Micus 34iCHEeHHS
OCHOBHOI AiANbHOCTI 3 hapmakoHarnsagy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-dhaiina.
108. | KAPOOCA/I® | Tabnetku, BKpUTI MeHapiHi Jliokcembypr Bupo6HmuTBO “in bulk", Himeuunxa/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/3433/01/01
10 MIr NNiBKOBOIO IHTepHeLLoH nepBuHHE Ta BTOPUHHE IcnaHis mMarepianis: 3MiHu | Tuny - 3MiHW Woa0
060/10HKO0, N0 10 Mr; an nakyBaHHs1, KOHTPO/b Ta 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.
no 14 TabneTtok y OnepewoH BMNYCK cepil: 3MiHa y KOpPOTKili XapakTepucTuui
6nicTepi; no 1 abo no c OAIYI CAHKIO HOPOYI nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
2 6nictepu B TNokcembypr M6X, HimeuunHa; IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHA Ha
KapTOHHI KOpooLyi C.A. MepBrHHE Ta BTOPUHHE nigcTaBi perysisipHO OHOBJ/THOBAHOIO 3BITY 3

nakyBaHHs, KOHTPO/Ib Ta
BUMNYCK cepil:
BEP/IH-XEMI AT,
HimeuunHa,;
Na6opatopioc MeHapiHi
C.A., IcnaHis

6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHS
niKapcbKoro 3acoby B nicnsipeecTpaviiHnii
nepiof, abo sk pe3ynbTaT OLiHK/ 3BTy 3
[ocnigKeHb, NpoBeAeHNX BIAMNOBIAHO A0
nnaxy negiatpuyHmx gocnigpkerb (PIP) (iHLwi
3MiHW) - 3MiHWM BHECEHI [0 iHCTPYKUIT Yy
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
po3ainu "MokasaHHs", "dapmakonoriyHi
BractmsocTi", "lMpoTunokasaHHs"
(peparyBaHHs), "B3aemMogis 3 iHLLMMKN
nikapcbkrMu 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobamBoCTi 3acTocyBaHHS"
(peparyBaHHs), "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”
(peparyBaHHs1), "Cnoci6 3acTocyBaHHsA Ta
posn”, "Oitn" | "Mo6iyHi peakuii" BignoBigHO
[0 OHOBJEHOI iHGhopMaLLil 3 6e3nekun ajto4ol
peyoBuHW. BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsILiB nicna 3aTBepAKEHHs!
109. | KAPOOCA/NI® | Tabnetku, BKPUTI MeHapiHi Iokcembypr Bupo6HuuTBO "in bulk", HimeyunHa/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/3433/01/02
20 MI NNiBKOBOO IHTepHeLLoH nepBrHHE Ta BTOPUHHE Icnanis marepianis: 3MiHu | TUMY - 3MiHN LWOAO
060n10HKot0, No 20 Mr; an nakyBaHHs1, KOHTPO/1b Ta 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
no 14 tTabneTtok y OnepeiioH BUNYyCK cepil: 3MiHa Y KOpOTKiil XapakTepucTuui
6nictepi; no 1 abo no c OAIYI CAHKIO KOPOYN NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
2 6nictepu B NMokcembypr 'm6X, HimeuunHa; IHCTPYKLi ANA MeANYHOro 3aCTOCYBaHHSA Ha
KapTOHHIA KopooLi C.A. MepBWHHE Ta BTOPUHHE nigcTasi perysisipHO OHOB/IOBAHOTIO 3BITY 3
nakyBaHHSs!, KOHTPO/b Ta 6e3nekun nikapcbkoro 3acoby, abo
BUMYCK Cepii: JocnimkeHb 3 6e3nekn 3acToCyBaHHs
BEPNIH-XEMI AT, nikapcbKoro 3acoby B nic/ispeecTpaviiHmii
HimeuunHa,; nepiog, abo sk pe3ynbTaT OUiHK/ 3BTy 3
Na6opaTtopioc MeHapiHi JocnigkeHb, NpoBefeHnX BiAMNOBIAHO 40
C.A,, IcnaHis nnaxy negiatpuyHmx gocnimpkerb (PIP) (iHLwi
3MiHW) - 3MiHW BHECEHI [0 iHCTPYKUIT Y
po3gainu "MokasaHHs", "®apmakosnoriyHi
BnacTtusocTi”, "MpoTunokasaHHsA"
(peparyBaHHs), "B3aemMogis 3 iHLLMMKN
nikapcbkrMKM 3acobamm Ta iHLWi Buam
B3aemogiit”, "OcobMBOCTi 3acToCyBaHHS"
(peparyBaHHs), "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”
(peparyBaHHs1), "Cnoci6 3acTocyBaHHA Ta
posun”, "Oitn" | "Mo6iyHi peakuii" BignoBigHO
[10 OHOBJEHOT iHhopMaLlii 3 6e3neku Aitoyol
peyoBMHW. BBEEHHSA 3MiH MPOTAroM 6-Tu
MicsLiB Nicns 3aTBEpAKEHHS
110. | KAPAOCAN® | TabneTtku, BKpUTI MeHapiHi INokcembypr Bupo6HuuTBO "in bulk”, HimeyunHa/ BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/3433/01/03
40 MI NAiBKOBOO IHTepHeLLOoH nepsuHHe Ta BTOPUHHE Icnanis marepianis: 3MiHu | TUMY - 3MiHW LWOAO
060/10HKOH0, M0 40 Mr; an nakyBaHHs1, KOHTPO/1b Ta 6e3nekn/edekTBHOCTI Ta hapMakoHarnsay.
no 14 tabnetok y OnepeiioH BUNYyCK cepil: 3MiHa y KOpOTKiil XapakTepucTuLi
6nictepi; no 1 a6o no c OAIYI CAHKIO HOPOYN NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
2 6nictepu B JNokcembypr 'm6X, HimeuumnHa; IHCTPYKL,i A/151 Me4MYHOro 3aCTOCYBaHHS Ha
KaPTOHHIi KOpoOLyi C.A. [lepBUHHE Ta BTOPUHHE nigcrasi perynsipHo OHOB/IKOBAHOrO 3BITY 3




Hassa

Popma surnycky

3asBHuk

Kpaina
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n/n

NliKapcbKo20
3acoby

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

111.

KETANbI'MH

Tabnetkn no 0,01 r, no

MpusaTHe

nakyBaHHs, KOHTPO/Ib Ta
BWMYCK Cepil:
BEP/IH-XEMI AT,
HimeuunHa;
JNabopatopioc MeHapiHi
C.A., IcnaHist

6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/IApeecTpavLiiHmii
nepiog, abo Ak pe3ynbTart OUiHKM 3BITY 3
[OcnigpKeHb, NpoBeAEeHNX BIAMNOBIAHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHW) - 3MiHX BHECEHI [0 IHCTPYKLUIT Y
po3gainu "MokasaHHs", "dapmakonorivHi
BractmeocTi", "lMpoTunokasaHHs"
(peparyBaHHs), "B3aemogisi 3 iHLUIMMU
nikapcbkrMmM 3acobamm Ta iHWi BUuam
B3aemogiin”, "OcobamBoCTi 3acTocyBaHHS"
(peparyBaHHs), "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”
(peparyBaHHs), "Cnocib 3acTocyBaHHA Ta
nosun”, "Oitn" |, "Mo6iyHi peakuii" Bi4NOBIAHO
[0 OHOB/EHOI iHGpopMaLLii 3 6e3nekn gjtoyoi
peyoBVHW. BBEEHHSA 3MiH MPOTAroM 6-Tu
MicALiB Nicna 3aTBepAKeHHs

®

10 TabneTok y
6nictepi, no 1 a6o 2
6nictepy y nauui

akuioHepHe

TOBapUCTBO
"Nlekxim-
Xapkis"

YkpaiHa

MpuBaTHe akuioHepHe
TOBapuCTBO "J1ekxim-
Xapkis"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu | TNy - NOAAHHSA HOBOroO
cepTudpikaTa BignoBiaHOCTI EBponeiichkiit
hapmakonei Ne RO-CEP 2014-369-Rev 00

NS [ilo40oi PevoBMHW Bif HOBOTO BYPOGHMKa
B [JONOBHEHHS [0 3aTBEPAXKEHOIO
BMPO6HUKa A®PI; 3miHK | TUNY - 3MiHa Y
napameTpax cneuudikauii Ta/abo

[OMYyCTUMUX MEX, BU3HAYEHNX Y

cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCS Y NpOLLeCi BUPOBHNLTBA
A®| (iHWi 3MiHW); CynyTHA 3MiHa: 3mMiHa Y
MeToAax BunpobyBaHHs A®| abo BUXigHOro
MaTepiany/npoMiKHOro NpoAyKTy/peareHTy,

LLIO BUKOPUCTOBYETLCA Y NMPOLEC
BMPOGHMLTBA ADI (iHLWi 3MiHM Y MeToAax
BMNPOGYBaHHA (BKIOUaOUM 3aMiHy abo

[0NoBHEHHS) A®I abo
BUXIAHOTO/NPOMIXHOTO NPOAYKTY), 3MiHW Y
crneuundikauii Ta meTogax KoHTposno Ad|

(BBEAEHHSA NOKA3HMKA «3asILLKOBI KifIbKOCTI
opraHivyHUX PO3YNHHUKIB» AJ/151 HOBOTO

BupobHuka VASUDHA PHARMA CHEM
LIMITED, India); 3MiHu | TUny - 3MiHMK,

noB'si3aHi 3 HEOOXIiAHICTIO NPUBEAEHHS Y

3a peyenmom

UA/3314/01/01
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112.

KETANbI'MH

Tabnetkn no 0,01 rin

BifgNoBigHICTL A0 MOHorpadii 4PY abo
€sponelicbkoi dhapmakonei, abo iHwoi
HaujioHanbHOT chapmakonei aepxasu €C
(3miHa y cneuudikauisx, nos'a3aHa 3i
3miHamu B 1PY, abo EBponeiicbkiit
thapmakonei, abo iHLWii HaujioHanbHil
thapmakonei fepxasu €C); cynyTHA 3MiHa:
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLEHHS Y BiANOBIAHICTb A0 MOHOrpadil
[dY abo €sponelicbkoi hapmakonei, abo
IHLLIOI HaLioHaIbHOT dhapmakonei gepxasu
€C (iHwWi 3MiHW) - NpMBeAeHHs crneumdikawi
Ta MeToAiB KOHTposto A®I y BigNOBIgHICTL
[0 MoHorpadii «Ketorolac trometamol» EP,
30Kpema BUTyYeHHs nokasHuka «Baxkki
MeTanin»

nocsi04YeHHs1

®

bulk: no 5000
Tabnetok y
KOHTeliHepax

MpusaTHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MprBaTHe akuioHepHe
TOBapuCTBO "J1ekxim-
Xapkis"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu | TUNy - NOAAHHS HOBOrO
cepTudpikaTa BignoBiaHOCTI EBponeiichkiii
thapmakonei Ne RO-CEP 2014-369-Rev 00

NS [ilo4oi PevoBMHW Bif HOBOTO BYPOGHWMKa
B [JONOBHEHHS 10 3aTBEPAXKEHOIO
BMPO6HUKa A®PI; 3miHK | TUNY - 3MiHa Y
napameTpax cneuudikauii Ta/abo

[OMYyCTUMUX MEX, BU3HAYEHNX Y

cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCS Y NpoLLeCi BUPOBHNLTBA
A®| (iHWi 3MiHW); CYynyTHA 3MiHa: 3MiHa Y
MeToAax BunpobyBaHHs A®| abo BUXigHOro
MaTepiany/npoMiKHOro NpoAyKTy/peareHTy,

LLIO BUKOPUCTOBYETLCA Y NMPOLECi
BMPOGHMLTBA ADI (iHWi 3MiHM Y MeToAax
BMNPOGYBaHHSA (BKIOUAOUM 3aMiHy abo

[0NoBHEHHS) A®I abo
BUXIAHOTO/NPOMIXHOTO NPOAYKTY), 3MiHW Y
cneuundikaLii Ta meTogax KoHTposno Ad|

(BBEAEHHSA NOKA3HMKA «3asIMLLKOBI KiflbKOCTI
opraHiyHuX PO3YNHHUKIB» AJ/151 HOBOTO
BupobHuka VASUDHA PHARMA CHEM
LIMITED, India); 3MiHu | TUny - 3MiHMK,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBigHICTL A0 MOHorpadii 4PY abo
€sponelicbkoi dhapmakonei, abo iHwoi

HauioHas1IbHOI (hapmakonei gepxasu €C

UA/3315/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

(3miHa y cneuudikauisix, nos'a3aHa 3i
3miHamu B 1PY, abo EBponeiicbkiii
thapmakonei, abo iHLWii HaujioHanbHil
thapmakonei gepxasu €C); cynyTHA 3MiHa:
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLEHHS Y BiANOBIAHICTb A0 MOHOrpadil
[dY abo Esponelicbkoi hapmakonei, abo
IHLLIOI HaLioHaIbHOT dhapmakonei gepxasu
€C (iHwWi 3MiHW) - NpMBeAeHHs crneumdikawi
Ta MeToAiB KOHTposno A®I y BigNOBIgHICTL
[0 MoHorpadii «Ketorolac trometamol» EP,
30Kpema BUTyUYeHHs nokasHuka «Baxkki
MeTasnin»

113.

KO-
AMJ/IECCA

Tabnetkn, 8 mr/2,5
Mmr/10 mr; no 10
TabneTtok y 6nictepi;
no 3 abo 6, abo 9
6nicTepiB y KAPTOHHIl
Kopobui

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLUTBO "in bulk”,
nepBuHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPO/1b
cepii, BUNYCK cepii:
KPKA, a.4., HoBo mecTo,
CnoBeHis;
nepBrHHE Ta BTOPYHHE
nakyBaHHs:
KPKA, a.4., HoBo mecTo,
CnoBeHisi;
nepBuHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPO/1b
cepii, BUNYCK cepii:
KPKA Monbwa Cn. 3 0.0,
MonbLya;
nepBrHHE Ta BTOPYHHE
nakyBaHHs1, KOHTPOS1b
cepii, BUNycK cepii:
TAL dapma 'm6X,
HimeuyunHa

CnoseHis/
Monbwa/
Himeyunna

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHM | TUNY - 3MiHKX 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeToaax
BMNpo6yBaHHA A®| abo BuxigHoro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMKEHNX MEeTOAaxX BUNPOGYBaHHS) -
3MiHa y MeToaax BunpobysaHHsA ADI
(iHpanamigy) y 38’s3Ky 3 OHOB/IEHHAM
aHaiTMYHOT METOAMKM 3a T. PO3MIp HaCTOK
Ha OCHOBI faHux Bastigauii; 3mMiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar
BignosigHoOCTI/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI abo BUYYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiichkiit
thapmakonei: gna A®l; gns suxigHoro
MaTepiany/peareHTy/NpoMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
AN AONOMKHOT peyoBuHU (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUiKaT Bif yxe
3aTBEPMAKEHOr0 BUPO6HUKa - MNMogaHHs
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI Bif,
BXe 3aTBepKeHoro BupobHuka Ad|
(inpanamigy) Biondustria Lim SPA; 3MiHu |
TMNYy - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
(BK/IKOYAKOYM, 3@ HEOOXIAHOCTI, MicLe

3a peyernmom

UA/14676/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1

nNpoBefleHHS KOHTPOJI0 AKOCTI), ab0
BflacHVKa macTtep-gaina Ha A®l, abo
nocrayanbHuka A®I/BuxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHULTBI API
(AKLLLO 3a3HAYEHO Y A0ChE Ha NiKapCbKuii
3acib) 3a BiagcyTHOCTI cepTudpikara
BIANOBIAHOCTI E€Bponeiichbkili hapmakonei y
3aTBEpPAXEHOMY [0Cbe, ab0 BUPOGHMKaA
HOBOI ONOMDKHOT PeYOBUHN (SIKLLO
3a3HayYeHo y - 3MiHN aApecy KOHTPAKTHOro
BMpOGHMKa AP| (NepuHaponpuny TepT-
6yTrnamiHy); 3MiHu | Tuny - 3MiHM 3 SKOCTI.
A®l. KoHTposnb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JoNyCTUMUX MEX,
BM3HauYeHux y cneyndikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMI NpoAyKT/pearexT, Wwo
BMKOPWCTOBYIOTLCSA Y NpoLieci BUPO6HNLTBA
Ad| (BUYYEHHSA HE3HAYHOrO NOKa3HMKa
AKOCTI (HanpvKnag, BUNy4YeHHs 3acTapisiioro
nokasHuka)) - 3miHa napameTpis
cneumngikauii A®I (nepuHaponpuny Teprt-
6yTnNamMiHy) - BUIyYeHHs M. OpraHiyHi
PO34YMHHKKM (eTunaueTaT), OCKiIbKU
NPaKTNYHO He BUKOPUCTOBYBABCH B NPOLIECI
BMPOGHMLTBA; 3MiHW | TUMY - 3MiHW 3 AKOCTI.
[OTOBWMIA NikapCbkuWii 3aci6. 3miHN Y
BMPOOHULTBI. 3MiHK Y NpoLeci BUpobHMLTBa
roTOBOro MiKapCcbKoro 3acoby, BKAYaum
MPOMDKHUIA NPOAYKT, LU0 3aCTOCOBYETLCSA
npv BUPOOHULITBI FOTOBOTO J1iKAPCLKOr0
3acoby (He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA) - 3MiHa Y Mpoueci
BMPOGHMLTBA AN151 MOMINWEHHA npoLecy
nepepo6kmM CyMilli Mpy NPOCitOBaHHI Ta
3MiLLyBaHHI AN TabneTyBaHHS nig vyac
BUPOGHMLTBA BBELEHHA AOAATKOBI CTYNeEHi
NPOCitOBaHHA Ta 3MiLLyBaHHS, 3MIHEHO
nopaAokK; 3MiHW | Tuny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudcpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii. logaHHa HOBOro
ab0 OHOB/EHOrO cepTudikaTa BifgnoBigHOCTI
abo BunyyYeHHs cepTudpikata BianoBigHOCTI
€Bponelicbkili dhapmakonei: ans A®l; ans
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

BUXIQHOIO MaTepiasy/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; ANS [ONOMIXHOT

peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif yXe 3aTBepAXEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €EBponeiichbkiii
chapmakonei 3aTBepKeHOro BUpobHUKa
Al (iHganamigy) Biondustria Lim SPA,;
3MiHM | TUny - 3MiHK 3 AKocTi. FoToBMiA
nikapcbknii 3aci6. Onuc Ta cknag (iHwi
3MiHW) - BUNPaBNEHHS NOMWJ/IKA B
MaTepianax peecTpauiiHoro 4ockbe B onucy
[OMOMiXXHOT CNOMyKW, a came npasu/ibHO
BBaXaTU «KPEMHItO ZlioKcua, KOoNoigHuUiA
BOAHWI» BBEAeHHS 3MiH NpoTArom 6-tn

MiCALIB MiCNsA 3aTBEPAKEHHS; 3MiHM | TUMy -

3MiHuM 3 aKocTi. CepTudikat

BignosigHocTi/lE-cepTudikat BignoBsigHOCTI

€Bponelicbkiin hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI a60 BUIYYEHHS
cepTudpikaTa BignoBigHOCTI EBpoNeiChKii
thapmakonei: gna A®l; ans BUXiAHOrO
mMarepiany/peareHTy/npoMiKHOTO NMPOAYKTY,

LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI AdI;

0151 LOMNOMDKHOI peyoBUHM (cepTudikaT
BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHoBreHWIA cepTUdikat Bif yxe
3aTBEPAKEHOrO BUPOGHMKA - MogaHHA
OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI
€Bponeiicbkill hapmakonei Bif Bxe
3aTBEpPKEHOro BUPO6HMKa AdI
(amnoguniHy 6ecunary) Unichem
Laboratories Limited R1-CEP 2002-184-Rev
06

114.

KO-
AMJ/IECCA

Tabnetkn, 4 mr/1,25
mr/5 mr; no 10
TabneTtok y 6nictepi;
no 3 abo 6, abo 9
6nicTepiB y KApTOHHIl

KPKA, a.4.,
Hoso mecTto

CnoBeHis

BMPOGHMLUTBO "in bulk",
nepBUHHE Ta BTOPYHHE
nakyBaHHs1, KOHTPOJ1b
cepii, BUNYCK cepii:

KPKA, a.4., HoBo mecTo,

CnoseHis/
Monbwa/
Himeyunna

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHM | TUNY - 3MiHKX 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeToaax
BMNpo6yBaHHA A®| abo BuxigHoro
MaTepiany/npomMiKHOro NpoayKTy/peareHTy,

Kopobui CnoBeHis; LLIO BUKOPUCTOBYETHLCS Y NpoLeci
nepBrHHE Ta BTOPUHHE BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
nakyBaHHS: 3aTBEPMAKEHNX MeTOAaX BUNPOGYBaHHSA) -

3a peyernmom

UA/14676/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1

KPKA, a.4., HoBo mecTo,
CnoBeHisi;
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOS1b
cepii, BUNYCK cepii:
KPKA Monbwa Cn. 3 0.0,
MonbLua;
nepBrHHE Ta BTOPYHHE
nakyBaHHs1, KOHTPOS1b
cepii, BUNycK cepii:
TAL dapma 'm6X,
HimeyunHa

3MiHa y MeToaax BunpobysaHHsA ADI
(iHpanamigy) y 38’3y 3 OHOB/IEHHAM
aHasiTUYHOT METOAMKM 3a T. PO3MIp 4aCTOK
Ha OCHOBI faHux Bastigauii; 3mMiHu | Tuny -
3MiHn 3 aKocTi. CepTudpikar
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTi abo BUyYEHHS
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkiit
thapmakonei: gna A®l; gns suxigHoro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
AN 0ONOMDKHOT peyoBuHU (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - MNMogaHHs
OHOBJ/IEHOTO cepTudikaTa BiANoOBIAHOCTI Big,
BXe 3aTBepaKeHoro BupobHuka Ad|
(inpanamigy) Biondustria Lim SPA; 3MiHu |
TMny - AAMIHICTpPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
(BKntOYaKOUN, 38 HEOBXIAHOCTI, Micue
nNpoBefleHHS KOHTPOJI0 AKOCTI), a60
BflacHVKa macTtep-gaina Ha A®l, abo
nocrayanbHuka A®I/BuxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAayKTyY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHULTBI API
(AKLLLO 3a3HAYEHO Y A0ChE Ha NiKapCbKuii
3acib) 3a BiagcyTHOCTI cepTudpikara
BIANOBIAHOCTI €Bponeiichbkili hapmakonei y
3aTBeEpAXEHOMY [0Cbe, ab0 BUPOBHMKA
HOBOI ONOMDKHOT Pe4YOBUHN (SIKLLO
3a3HayYeHo Yy - 3MiHN aApecy KOHTPAKTHOro
BMpOGHMKa A®| (nepuHaponpuny TepT-
6yTrnamiHy); 3MiHu | Tuny - 3MiHM 3 SKOCTI.
A®l. KoHTposnb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo foNycTUMUX MEX,
BM3HauYeHux y cneyndikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMI NpOAYyKT/pearexT, Wwo
BMKOPWCTOBYIOTLCSA Y NpoLieci BUPO6HNLTBA
Ad| (BUNYYEHHSA HE3HAYHOrO NOKa3HMKa
AKOCTI (HanpyKnag, BUMy4YeHHs 3acTapisiioro
NoKasHWKa)) - 3MiHa NapameTpiB
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1

cneumngikauii A®I (nepuHaponpuny Teprt-
6yTnNamMiHy) - BUIyYeHHs M. OpraHiyHi
PO34YMHHKKM (eTunaueTaT), OCKiIbKU
NPaKTUYHO He BUKOPUCTOBYBABCA B NPOLIECI
BMPOOHMLTBA; 3MiHM | TUMY - 3MiHW 3 AKOCTI.
[OTOBWMIA NikapCbkuWii 3aci6. 3miHN Y
BMPOOHULTBI. 3MiHK Y NpoLeci BUpobHMLTBa
roTOBOro MiKapCcbKoro 3acoby, BKAYaum
MPOMDKHUI NPOAYKT, LU0 3aCTOCOBYETLCSA
npv BUPOOHULITBI FOTOBOTO J1IKAPCLKOr0
3acoby (He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA) - 3MiHa Y Mpoueci
BMPOGHMLTBA AN51 MOMINWEHHA npoLecy
nepepo6kmM Cymilli Mpy NPOCitOBaHHI Ta
3MiLLyBaHHI AN TabneTyBaHHS nig vyac
BUPOGHMLTBA BBElEHHA AOAATKOBI CTYNeEHi
NPOCitOBaHHA Ta 3MiLLyBaHHS, 3MIHEHO
nopaAokK; 3MiHW | Tuny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudcikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii. NogaHHA HOBOro
ab0 OHOB/EHOrO cepTudikaTa BignoBigHOCTI
abo BunyyYeHHs cepTudpikata BianoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns
BUXIQHOIO MaTepiasy/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; ANS [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)Xe 3aTBepIXEeHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €Bponeiichbkiii
chapmakonei 3aTBep)KeHOro BUpobHUKa
Al (iHganamigy) Biondustria Lim SPA,
3MiHM | TUny - 3MiHK 3 AKocTi. FoToBMiA
nikapcbknii 3aci6. Onuc Ta cknag (iHwi
3MiHW) - BUNPAaBNEHHS NOMWJ/IKA B
MaTepianax peecTpauiiHoro 4ockbe B onuncy
[OMOMiXXHOT CNOMyKW, a came npasu/ibHO
BBaXaTU «KPEMHItO ZlioKcua, KONoigHNA
BOAHWI» BBEAEHHS 3MiH NpoTArom 6-Tn
MiCALIB MiCNsA 3aTBEPAKEHHS; 3MiHM | TUMy -
3MiHuM 3 aKocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoBsigHOCTI
€Bponelicbkili hapmakonei/MmoHorpadii.
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI a60 BUYyYEHHS
cepTudpikaTa BignoBigHOCTI EBpoONEiChKii
thapmakonei: gna A®l; ans BUXiAHOrO
mMarepiany/peareHTy/npoOMKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI AdI;
0151 LOMNOMDKHOI peyoBUHM (cepTudikaT
BiANOBIAHOCTI EBponeiickkil hapmakonei) -
OHoBeHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOIO BUPOGHMKA - MogaHHA
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI
€Bponeiicbkil hapmakonei Bif Bxe
3aTBEpPKEHOro BUPO6HMKa AdI
(amnoguniny 6ecunary) Unichem
Laboratories Limited R1-CEP 2002-184-Rev
06

115.

KO-
AMJ/IECCA

Tabnetkn, 2 mr/0,625
mr/5 wr, no 10
TabneTtok y 6nictepi;
no 3 abo 6, a6o 9
6nicTepiB y KAPTOHHIl
Kopobui

KPKA, a.4.,
Hoso mecTto

CnoBeHis

BMPOGHMLUTBO "in bulk",
nepBuHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPO/1b
cepii, BUNYCK cepii:
KPKA, a.4., HoBo mecTo,
CnoBeHis;
nepBrHHE Ta BTOPYHHE
nakyBaHHs:
KPKA, a.4., HoBo mecTo,
CnoBeHisi;
nepBuHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPO/1b
cepii, BUNYCK cepii:
KPKA Monbwa Cn. 3 0.0,
MonbLya;
nepBrHHE Ta BTOPYHHE
nakyBaHHs, KOHTPOJ1b
cepii, BUNycK cepii:
TAL dapma 'm6X,
HimeuyunHa

CnoseHis/
Monbwa/
Himeyunna

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHM | TUNY - 3MiHKX 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeToaax
BMNpo6yBaHHA A®| abo BuxigHoro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMKEHNX MEeTOAaxX BUNPOGYBaHHS) -
3MiHa y meToaax BunpobysaHHsA ADI
(iHpanamigy) y 38’3Ky 3 OHOB/IEHHAM
aHaiTMYHOT METOAMKM 3a T. PO3MIp YaCTOK
Ha OCHOBI faHux Bastigauii; 3miHu | Tuny -
3MiHn 3 sKocTi. CepTudikar
BignosigHOCTI/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI abo BUYYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiichkiit
thapmakonei: gna A®l; gns suxigHoro
MaTepiany/peareHTy/NpoMiKHOTO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
AN AONOMDKHOT peyoBuHU (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif yxe
3aTBEPMAKEHOr0 BUPO6HUKA - MNMogaHHs
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI Bif,
BXe 3aTBepKeHoro BupobHuka Ad|
(inpanamigy) Biondustria Lim SPA; 3MiHu |
TNy - AGMiHICTpaTUBHI 3MiHKU. 3MiHa

3a peyernmom

UA/14677/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1

HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
(BkntOYaKOUN, 3a HeOBXiAHOCTI, Micue
nNpoBefleHHS KOHTPOJI0 AKOCTI), a60
BflacHVKa macTtep-gaina Ha A®l, abo
noctayanbHuka A®I/BuxigHoro
MaTepiany/peareHTy/NpoMKHOIO NPoAayKTy,
LLIO 3aCTOCOBYIOTLCS Y BUPOOHULTBI API
(AKLLLO 3a3HAYEHO Y A0ChE Ha NiKapCbKuii
3acib) 3a BiagcyTHOCTI cepTudpikara
BIANOBIAHOCTI E€Bponeiichbkili hapmakonei y
3aTBEpPAXEHOMY [0Cbe, ab0 BUPOBHMKaA
HOBOI ONOMDKHOT PeYOBUHN (SIKLLO
3a3HayYeHo y - 3MiHN aApecy KOHTPAKTHOro
BMpOGHMKa AP| (nepuHaponpuny TepT-
6yTrnamiHy); 3MiHu | Tuny - 3mMiHM 3 SKOCTI.
A®l. KoHTposnb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo foNycTUMUX MEX,
BM3HauYeHux y cneyndikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHMI NpoAYyKT/pearexT, Wwo
BMKOPWCTOBYIOTLCA Y NpoLieci BUPOOHNLTBA
Ad| (BUYYEHHSA HE3HAYHOrO NMOKa3HMKa
AKOCTI (HanpyKnag, BUNy4YeHHs 3acTapisiioro
nokasHuka)) - 3miHa napameTpis
cneumngikauii A®I (nepuHaponpuny Teprt-
6yTnNamMiHy) - BUNyYeHHs M. OpraHiyHi
PO34YMHHKKM (eTunaueTaT), OCKiIbKU
NPaKTUYHO He BUKOPUCTOBYBABCA B NPOLIECI
BMPOGHMLTBA; 3MiHM | TUMY - 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. MogaHHA HOBOroO
abo oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
a60 BUyYeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkin hapmakonei: ana A®l; gns
BVXifHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN ONOMIXKHOT
peyoBMHY (cepTudiikaTt BifMnoBigHOCTI
€Bponeiickkili hapmakonei) - OHOBNEHW
cepTuddikaT Bif yXe 3aTBEpIKEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkiit
thapmakonei 3aTBeppkeHOro BUPO6HMKa
A®l (inganamigy) Biondustria Lim SPA,;
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

3MiHN | TUNY - 3MiHK 3 AIKOCTI. FOTOBWIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi
3MiHW) - BUNpaB/EHHS MOMW/IKN B
marepianax peectpauiiHoro Aocbe B onucy
[LOMOMDKHOI CNOJYKK, a came NpaBu/ibHO
BBaXaTU «KPEMHIlO fioKcua, KoNoigHuni
BOAHWIA» BBEAEHHSI 3MiH NPOTSArom 6-Tn
MicSLIB MiCNSA 3aTBEPAYKEHHS; 3MiHW | TUny -
3MiHn 3 sKocTi. CepTudpikar
BignosigHOCTI/lE-cepTudpikat BianoBigHOCTI
€sponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignNoBigHOCTI a60 BUYyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
thapmakonei: ans A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMKHOIO NPoAayKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdPI;
AN 0ONOMDKHOT peyoBuHU (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBeHW cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKA - MogaHHsA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI
€Bponeiicbkii hapmakonei Bif, Bxe
3aTBEpAXEHOro BUpobHuka Ad|
(amnoguniHy 6ecunary) Unichem
Laboratories Limited R1-CEP 2002-184-Rev
06

116.

KO-
AMJIECCA

Tabnetkn, 4 mr/1,25
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 abo 6, a6o 9
6nicTepiB y KAPTOHHIN
KopoobLi

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BUPOGHMLTBO "in bulk",
nepBrHHE Ta BTOPYHHE
nakyBaHHs1, KOHTPOS1b
cepii, BUNycK cepii:
KPKA, 4.4., HoBo mecTo,
CnoBeHis;
nepBrHHE Ta BTOPUHHE
nakyBaHHs:

KPKA, a.4., HoBo mecTo,
CnoBeHis;
nepBrHHE Ta BTOPYHHE
nakyBaHHs1, KOHTPOS1b
cepii, BUNycK cepii:
KPKA MonbLa Cn. 3 0.0,
MonbLua;
nepBrHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOS1b
cepii, BUNycK cepii:

CnoseHisi/
MonbLua/
HimeyunHa

BHECEHHS 3MiH 0 peecTpaviinHmx
mMarepianis: 3mMiHu | TMNy - 3MiHW 3 AKOCTI.
A®I. KoHTposnib A®L. 3miHa y MeTogdax
BMNpo6yBaHHs APl abo BuxigHoro
mMarepiany/npoMiKHOro NpoaykTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeCi
BUPO6HMLTBA AD| (HE3HAYHI 3MiHM Y
3aTBEPMAXEHUX MeToAax BUNpobyBaHHs) -
3MiHa y MeTofax BUnpobyBaHHs AdI
(iHaanamigy) y 3B’3Ky 3 OHOBJ/IEHHSM
aHa/TiTUYHOI MEeTOAMKM 3a T. PO3MIp YacTOK
Ha OCHOBI faHux Bavtigauii; 3mMiHu | Tuny -
3MiHu 3 saKocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoBsigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI a60 BUYyYEHHS
cepTudikaTa BignoBigHOCTi €Bponeiichbkiii

3a peyenmom

UA/14677/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1

TAL ®apma 'M6X,
HimeuyunHa

thapmakonei: gna A®l; ans BUXiAHOro
mMarepiany/peareHTy/npoMiKHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI AdI;
0151 LOMNOMDKHOI peyoBUHM (cepTudikaT
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHoBreHWIA cepTUdikar Bif yxe
3aTBEPAKEHOrO BUPOGHMKA - MogaHHA
OHOB/IEHOrO cepTudikaTa BiANoOBIAHOCTI Big,
BXE 3aTBepXeHOoro BupobHuka Adl
(inganamigy) Biondustria Lim SPA; 3MiHu |
TMny - AAMIHICTpPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHSA AiS/IbHOCTI BUPOOHMKA
(BK/tOYaKOUM, 3a HEOBXIQHOCTI, Micue
NpoBefeHHS KOHTPOJT AKOCTI), abo
B/lacHVKa MacTep-aiina Ha Adl, abo
noctavanbHvika A®|/BuxigHoro
Marepiany/peareHTy/npoMiKHOrO NMPOAYKTY,
LLIO 3aCTOCOBYOTLCA Y BUPOOHULTBI ADI
(AKLLLO 3a3HAYEHO Y A0CHE HA NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEPAKEHOMY [0CbE, a60 BUPOGHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SKLLO
3a3HayeHo y - 3MiHWN afpecy KOHTPaKTHOro
BMpOGHMKa AP| (nepuHaponpuny TepT-
6yTunaminy); 3amiHu | Tuny - 3MiHU 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikayiii Ta/abo AONyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCS Y NMpoLeci BUPOOHNLTBA
A®| (BUlyYEHHS HE3HAYHOrO MOKa3HMKa
AKOCTI (Hanpukiag, BUyYeHHs 3actapinoro
nokasHuka)) - 3miHa napameTpis
cneumdikauii A®I (nepuHaponpuny TepT-
6yTUNaMiHy) - BUTyYEHHS M. OpraHiyvHi
PO3UYMHHKKM (eTunaueTar), OCKiIbKK
NPaKTUYHO He BUKOPUCTOBYBABCA B MPOLIECI
BUPOGHMUTBA; 3MiHW | TUNY - 3MiHM 3 SIKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHA HOBOro
abo oHoBNeHoro ceptudiikaTa BignNOBIAHOCTI
ab0 BUIyYeHHs cepTudiikarta BiAnoBigHOCTI
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

€Bponelicbkiin hapmakonei: ana A®l; ans
BUXIQHOTO MaTepiasny/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; 4518 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIgHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuqikaT Bif yxe 3aTBepaKeHOoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI EBpoNeiChKii
chapmakonei 3aTBepKeHOro BUpoGHUKa
A®I (iHganamigy) Biondustria Lim SPA;
3MiHM | TURY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi
3MiHW) - BUNPaBAEHHSA MOMUKN B
Marepianax peecTpauiiHoro AoCbe B onucy
[OMOMiXHOT CNoMyku, a came nNpaBuibHO
BBaXaTN «KPEMHIO [ioKCKA, KOMOoigHNI
BOAHWIA» BBEAEHHS 3MiH NpOTArom 6-Tn
MiCALIB NicNnsa 3aTBePAKEHHS; 3MiHM | Tuny -
3MiHn 3 aKocTi. CepTudpikar
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
[MogaHHA HOBOrO ab0 OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI a0 BUyYEHHS
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkiit
thapmakonei: gna A®l; gns suxigHoro
Marepiany/peareHTy/npoMiKHOrO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI ADI;
AN 0ONOMDKHOT peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUdiKaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - MNMogaHHs
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei Bif BXxe
3aTBEPAKEHOro BUPOGHMKa ADI
(amnopguniny 6ecunaty) Unichem
Laboratories Limited R1-CEP 2002-184-Rev
06

117.

KO-
AMJTIECCA

Tabnetkn, 8 mr/2,5
mr/5 mr; no 10
TabneTtok y 6nictepi;
no 3 abo 6, a6o 9
6nicTepiB y KAPTOHHiIl
Kopobui

KPKA, p.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "“in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPO/1b
cepii, BUNyckK cepii:

KPKA, a.4., HoBo mecTo,

CnoBeHisi;
nepBrHHE Ta BTOPUHHE

CnoseHis/
MonbLua/
HimeyunHa

BHECEHHS 3MiH 0 peecTpavyinHmx
MaTepianis: 3MiHM | TUNY - 3MiHK 3 AKOCTI.
A®l. KoHTponb A®I. 3miHa y MeTogax
BMNpo6yBaHHA A®I abo BuxigHOro
MaTepiany/npoMiKHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y NMPOLEC
BUpo6HMUTBA AD| (HE3HAYHI 3MiHK Y

3a peyenmom

UA/14678/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
naxkyBaHHs: 3aTBEPKEHNX MeToAax BUNpobyBaHHs) -
KPKA, a.4., HoBo mecTo, 3MiHa y MeToAax BunpobyBaHHs AdI
CnoBeHis; (iHpanamigy) y 38’s13Ky 3 OHOB/IEHHAM

nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOsIb
cepii, BUNyCK cepii:
KPKA Monbwa Cn. 3 0.0,
MonbLa;
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPO/Tb
cepii, BUNYCK cepii:
TAL d®apma MM6X,
HimeuunHa

aHaniTMYHOT METOAMKM 3a T. PO3MIp YaCTOK
Ha OCHOBI AjaHnx Banigavii; 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudpikar
BignosigHOCTI/lE-cepTudikat BianoBigHOCTI
€sponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignNoBigHOCTI a60 BUYyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: ans A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMKHOIO NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdPI;
AN AONOMDKHOT peyoBuHU (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBeHW cepTudiikar Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA - [MogaHHsA
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI Bif,
BXE 3aTBepKeHOoro BupobHunka Ad|
(inpanamigy) Biondustria Lim SPA; 3MiHu |
TMNYy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/TbHOCTI BUPOGHMKA
(BKtOYaKoUK, 3a HEOHBXIAHOCTI, Micue
NpOBeLEHHS KOHTPO/TIO SKOCTI), abo
BflacHvKa macTtep-gaiina Ha A®l, abo
nocravyanbHuka A®I/BuxigHoro
mMarepiany/peareHTy/npoMiKHOTO NMPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI
(AKLWO 3a3HA4Y€eHO Yy A0CbE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTuddikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAXEHOMY [0CbE, 860 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBUHY (SKLLO
3a3HayeHo y - 3MiHWN afpecy KOHTPaKTHOro
BUpo6HMKa A®I (nepnHAponpuny TepT-
6yTnnaminy); 3amiHu | Tuny - 3MiHn 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneyudikaLiin Ta/abo AoNyCTUMUX MEX,
BM3HAYeHWX y cneundikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCS Y NpoLLeCi BUPOBHNLTBA
A®| (BUyYEHHA HE3HAYHOrO MOKa3HMKa
SKOCTi (Hanpukiag BUyYeHHs 3acTapifioro
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1

nokKasHuka)) - 3MiHa napameTpis
cneundikauii A®I (nepuHgponpuny TepT-
GyTUNamMiHy) - BUTyYeHHS M. OpraHiyHi
PO3UMHHMKN (eTUNALETAT), OCKISIbKA
NPaKkTNYHO He BUKOPUCTOBYBABCSA B NPOLIECI
BMPOGHMLTBA; 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbkuMii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHULTBA
roTOBOrO /iKapCbKOro 3acoby, BKo4aoum
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npuv BUPOBHULTBI FOTOBOTO /iKapCbKOr0o
3acoby (He3HayHa 3MiHa y npoueci
BUPOGHMLTBA) - 3MiHA Y NPOLECI
BMPOGHMLTBA A/15 NONIMLEHHS npouecy
nepepo6KmM CyMillli Mpy NPOCitOBaHHI Ta
3MillyBaHHI Ans TabnetyBaHHSA nig yac
BVMPOGHMLTBA BBEAEHHSA AOAATKOBI CTyNEHi
NPOCitOBaHHA Ta 3MilLyBaHHS, 3MIHEHO
nopsiAokK; 3MiHU | TUNy - 3MiHKU 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NogaHHA HOBOro
abo oHoBNeHoro ceptudiikaTa BignoOBIAHOCTI
abo BunyyeHHs cepTudikarta BiANoBIgHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns
BUXIQHOTO MaTepiasny/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; A58 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTuqikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI EBpoONeiChKii
chapmakonei 3aTBepiKeHOro BUpoGHUKa
A®I (inganamigy) Biondustria Lim SPA;
3MiHM | TURY - 3MiHK 3 AKocTi. [oToBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi
3MiHW) - BUNPaBEHHSA MOMUKN B
Marepianax peecTpauiiHoro AoCbe B onucy
[OMOMiXHOT CNoMyku, a came npasBuIbHO
BBaXaTN «KPEMHIO [ioKCnA, KONMOoigHNI
BOAHWIA» BBEAEHHS 3MiH NpOTArom 6-Tn
MiCALiB NicNsa 3aTBePMKEHHS; 3MiHM | Tuny -
3MiHn 3 aKocTi. CepTudpikar
BignosigHocTI/l E-cepTudikar BignoBigHOCTI
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

€Bponelicbkiin hapmakonei/MmoHorpadii.
[MogaHHA HOBOrO abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTi ab0 BUyYEHHS
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkiit
thapmakonei: gna A®l; gns suxigHoro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI;
AN 0ONOMDKHOT peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOoB/EHWIA cepTUiKaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUKA - MogaHHs
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei Bif BXxe
3aTBEPAKEHOro BUPOGHMKa AdI
(amnopguniny 6ecunaty) Unichem
Laboratories Limited R1-CEP 2002-184-Rev
06

118.

KOHTPOJTIOK
®

TabneTkn
racTpopesncTeHTHI No
40 wr; no 14 TabneTok
y 6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI/ KopoobLi

Takepa
6X

HimeyunHa

HaHeCeHHs NoKPUTTS Ha
anpa Tabnetok: AiBaHc
dapma M'vbX,
HimeuunHa;
BMPOGHMLTBO 3@ NOBHUM
uukiom: Takega MmM6X,
MicLe BMPOGHMLTBA
OpaHieHbypr,
HimeyunHa

HimeyunHa

BHECEHHS 3MiH 0 peecTpavyinHmx
MaTepianis: 3MiHuK | TUNy - 3aMiHa
rpachiyHoro ohopmMIEHHS NePBUNHHOI Ta
BTOPVHHOT YNaKoBOK Ha TEKCT MapKyBaHHS
YNaKoBOK, LLIO 3aTBEPMAXKYETLCA OKPEMUM
[OKYMEHTOM, 3 BifMoBigHMU 3MiHaMu [0
po34iny MeTofax KOHTPO/IO AKOCTI
niKapcbKoro 3acooby.

BBeaeHHs 3MiH npoTarom 6 micsAuiB 3 gatu
3aTBEPAKEHHS

3a peyenmom

UA/9054/01/01

119.

KOPBAJIKAIN
C EKCTPA

Kancynu Teepgi, no 10
Kancyn y énictepax;
no 10 kancyny
6nictepi; no 1 a6o 3
6nicTepy B navuj

AT
"KUIBCbKW
"
BITAMIHHU
" 3ABOA"

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHWU 3ABOA"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiHnx
MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.

3MiHa y TepmiHax npugaTtHocTi abo ymosax
36epiraHHsi rOTOBOTO J1iKapCbKOro 3acoby
(36iNbLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [1ns Toprosoi
ynakoBku (MigTBEPLKYETLCA AaHUMMN
peasibHOro Yacy) 36iNbLUEHHS TEPMIHY
nNpuAAaTHOCTI rOTOBOrO NIKAPCLKOro 3acoby
Ha OCHOBI MO3UTVBHWX pe3ynbTaTiB
[OBroCTPOKOBMX AOC/iKEHb CTabiNbHOCTI y
peasibHOMY Yaci:
3atBeppkeHo: TepMiH NPUAATHOCTI. 2 PoKK
3anponoHoBaHo: TepMiH npuaaTHOCTI. 3
poku. BBefeHHa 3MiH NpoTsArom 6-Tv MicsLiB
nicns 3aTBepKeHHs

6e3 peyenma

UA/13729/01/01

120.

KOPBAJ/IMEH

Kancynu m'ski no 100

AT

YKpaiHa

AT "KUIBCbKUI

YKpaiHa

BHECEHHS 3MiH 10 peecTpaliinHmx

6e3 peyenma

UA/3969/01/01




98

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
T® Mmr, o 10 kancyny "KUIBCbKW BITAMIHHW 3ABOA" MaTepianis: 3MiHU | TUNY - 3MiHKX 3 AKOCTI.
6nictepax; no 10 " FoToBMiA Nikapcbkunii 3aci6. CTabiNbHICTb.
Kancyn y 6nictepi, no BITAMIHHN 3MiHa y TepmiHax npugaTHocTi abo ymoBax
3 6nicTepun y naydi; no " 3ABOA" 36epiraHHs roTOBOrO J1iKapCbKoro 3acoby
20 kancyn y 6nictepi; (36inbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
no 1 a6o no 3, a6o no nikapcbKoro 3acoby) - 15 Toprosoi
4 6nictepun y nayui ynakoBkuM (NigTBEPAKYETHCA AaHNUMU
peasibHOro yacy) - 36iNbLUEHHSI TEPMIHY
npuAaTHOCTI FOTOBOrO NiKaPCbKOro 3acoby
Ha OCHOBI MO3UTVBHWX pPe3ynbTaTiB
[0BrOCTPOKOBUX AOCAISKEHDb CTAbINbHOCTI Y
peasibHOMY 4aci:
3aTBepakeHo: TepMiH NPUAATHOCTI. 2 POKW.
3anponoHoBaHo: TepMiH npuaaTHocTi. 3
poku. BBegeHHs 3MiH NpoTArom 6-Tv micsLiB
nicnsa 3aTBepKeHHS.
121. | KCANIKOPI kancynu no 250 mr; no MOPANIEP CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/14081/01/02
60 kancyny EVY.CLMI. MeHtohekyypuHr mMartepianis: 3MiHu | TUNy - BBEAEHHSA
hnakoHax: no 10 KOPMOPEW [oitunena Mm6X [04aTKOBOro a/ibTePHATUBHOIO PO3Mipy
Kancyn y 6nictepi; no LUH cepii 357,6 kr (600,000 kancyn) rotoBoro
1 a6o no 6 6nictepiB y nikapcbKoro 3acoby; 3anponoHoBaHo: 35,8
KapTOHHIA KopooLi Kr (60,000 kancyn); 119,2 kr (200,000 «r);
357,6 kr (600, 000 kancyn)
122. | NAMIHAPII cnaHi (cybcTaHuis) y MpAT YkpaiHa MpAT "“NikTpasu" YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx - UA/3613/01/01
CNAHI MiLLIKaxX, Tokax ans "NikTpasn” marepianis: 3mMiHu | Tuny - 3miHa y
hapMaLeBTUYHOIO napameTpax cneuudikauii Ta/abo
3acTocyBaHHs [OMYCTUMUX MeX, BU3HAYEHNX Y
cneuudikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMIA NPOAYyKT/pearexT, Wwo
BMKOPWCTOBYIOTLCS Y NpOLieCi BUPOOHMLTBA
A®I; cynyTHs 3MiHa: 3MiHa y MeToAax
BMNPOGYyBaHHs APl abo BUXigHOro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLEC
BUpO6HMUTBa ADI (iHWi 3MiHM y MeTogax
BUMPOOYBaHHA (BKIOYa04M 3aMiHy abo
[0noBHEHHS) Ad®| abo
BVXiAHOTO/NMPOMIXXHOr0 NPOAYKTY)
123. | NTAMIHAPII cnaHi no 75 r abo no MpAT YkpaiHa MpAT "NikTpasu" YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/7579/01/01
CNAHI 100, a6ono 150 ry "NikTpasn” marepianis: 3mMiHW | TMNy - BHECEHHSA 3MiH A0
(MOPCbKA nauykax 3 BHYTPILUHIM MeTOZIB KOHTPO/IO AKOCTI M. «KinbkicHe
KAMNYCTA) nakeTom BM3HAYEHHS nonicaxapugn.» o6ymoBneHo

npuBeAEHHsAM Y BiANOBIAHICTb A0 BUMOT
MoHorpadii AdY «JlamiHapii cnaHiN»
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
124. | NAMIPEH® Tabnetku no 250 mr MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [j0 peecTpaviinHmx 3a peyenmom UA/6136/01/01
no 7 TabneTtok y "OITOPAPM marepianis: 3mMiHu | Tuny - AgMiHICTpaTUBHI
6nicTepi, no 1 a6o 2, " 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby -
abo 4 6nictepn y 3MiHa Ha3BM NiKapcbKoro 3acoby:
nadui 3 KapToHy 3arBepmkeHo: JlamicheH. 3anponoHoOBaHoO:
NawmicpeH®. BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS.
125. | NA®EPOBIO niodpinisat gna TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/13720/01/01
H® PO34UHY A5 iH'EKLA "BIO®APMA mMarepianis:3amMiHu Il Tuny - 3miHu woao
no 1 000 000 MO; no " 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
5 chnakoHis 3MiHa y KOpOTKili XapakTepucTuuj
niodpinizatay NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
6nictepi; no 2 IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHS Ha
6nicTepn y nauuj 3 nigcTasi peryaispHO OHOB/HOBAHOIO 3BITY 3
KapToHy; no 5 amnyn 6e3nekn nikapcbkoro 3acoby, abo
niocpinizatay nocnimkeHb 3 6e3nekn 3acTocyBaHHs
6nicTepi; no 1 abo 2 nikapcbKoro 3acoby B Mic/ispeecTpayiiHnii
6nicTepn y nauui 3 nepiog, abo sk pe3ynbTaT OLiHK/ 3BTy 3
KapToHy; no 5 amnyn JocnifkeHb, NPOBEAEHUX BiANOBIAHO [0
nioghinizata Tano 5 nnaHy neagiatpnyHux gocnigpkers (PIP)
amnys po34MHHMKa No (3miHa noTpebye nogasnbLLOro
2 mn ( Boga ans 06r'pyHTYBaHHSA HOBMMU AOAATKOBUMMU
iH'eKUiR) y 6nicTepi; no OaHUMMN) - 3MiHW BHECEHO [0 iHCTPYKUiT Ans
1 a6o no 2 6nictepn y MeAMYHOro 3aCTOCYBaHHSA /iKapCbKoro
nadui 3 KapToHy 3acoby [0 po3ainis "MokaszaHHA" (YTOYHEHHS
iHchopmawii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKW NiKapCbKUMu
3aco6amu Ta iHLWi BUAY B3aeMogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHocTi abo
roflyBaHHs rpygar”, "Cnocib 3actocyBaHHS
Ta fo3mn" (yTouHeHHs iHdhopmaii), "MobiuHi
peaxuii” BignoBigHO 40 OHOB/IEHOT
iHpopmalii Wwoao 6esnekn AitoyHoi pevoBUHU
126. | NA®PEPOBIO niodpinisat gna TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/13720/01/02
H® PO34UHY A5 iH'EKUNA mMarepianis:3aMiHu Il Tuny - 3miHn Wwoao

no 3 000 000 MO; no
5 dhnakoHis
niodpinizatay
6nictepi; no 2
6nictepn y nauui 3
KapToHy; no 5 amnyn
niocpinizatay
6nictepi; no 1 a6o 2
6nicTepn y navuj 3

"BIO®APMA

6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpPOTKili XapakTepucTuuj
nikapcbKoro 3acoby, TEKCTIi MapKyBaHHSA Ta
IHCTPYKLUT 418 MeANYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perysisipHO OHOBJ/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHS
niKapcbKoro 3acoby B nicnsipeecTpaviiHnii
nepioa, abo sk pe3ynbTaT OLiHKM 3BiTy 3
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

KapToHy; no 5 amnyn
niochinisatatano 5
amnys Po34YMHHMKa No
2 mn ( Boga ans
iH'eKUiR) y 6nicTepi; no
1 a6o no 2 6nictepu y
naJui 3 KapToHy

JocnigpkeHb, NpoBeAeHnX BIAMNOBIAHO 40
nnaHy negiarpnyHux gocnigpkeHs (PIP)
(3miHa noTpebye noganbLLIoro
06r'pyHTYBaHHSI HOBUMW [,0AATKOBUMM
OaHUMMN) - 3MiHW BHECEHO [0 iHCTPYKUiT ANns
MeAMYHOro 3acTOCYBaHHSA /iKapCbKOro
3acoby A0 po3ainis "MokasaHHA" (YTOYHEHHS
iHchopmawii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU SliKapCbKuMun
3aco6amMu Ta iHLWi BUAY B3aemMogiii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflysaHHs rpygar”, "Cnocib 3actocyBaHHs
Ta fo3mn" (yTouHeHHs indhopmaii), "ToobiuHi
peakujii" BiANOBIAHO A0 OHOBMEHOI
iHpopmaLii Wwoao 6e3nekn AitoyHoi pevoBUHU

127.

NA®EPOBIO
H®

niogpinizat gns
PO34UHY A5 iH'EKLIA
no 6 000 000 MO; no
5 dhnakoHis
niocpinizatatano 5
amnyn po3ynHHMKa no
2 mn (Boga ans
iH'ekwiin) y 6nicTepi; no
1 6nicTepy y nauui 3
KapToHy; no 5 amnyn
niocpinizatatano 5
amnyn po3ynHHMKa No
2 mn (Boga ans
iH'ekwiin) y 6nicTepi; no
1 6nicTepy y nauui 3
KapToHy; no 5 amnyn
niodpinizatay
6nictepi; no 1
6nictepy y nauui 3
KapTOHy

TOB "®3
"BIOPAPMA

YkpaiHa

TOB "®3 "BIO®APMA"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis:3amMiHu Il Tuny - 3miHu Wwoao
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuuj
NikapCbKoro 3acoby, TEKCTi MapKyBaHHsA Ta
IHCTPYKLUT 418 MeANYHOro 3aCTOCYBaHHSA Ha
nigcTasi peryaspHO OHOB/IHOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/speecTpayiiHnii
nepiog, abo sk pe3ynbTaT OLiHK/ 3BTy 3
LocnigpkeHb, NpoBeAeHnX BIANOBIAHO A0
nnaHy neagiatpnyHux gocnigpkers (PIP)
(3miHa noTpebye noganbLLIOoro
06r'pyHTYBaHHSI HOBUMW [,0AATKOBUMM
OaHUMMN) - 3MiHW BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKoro
3acoby [0 po3ainis "MokaszaHHA" (YTOYHEHHS
iHchopmawii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKW NiKapCbKUMu
3aco6amu Ta iHLWi BUAY B3aeMogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHocTi abo
roflyBaHHs rpygar”, "Cnocib 3actocyBaHHS
Ta fo3mn" (yTouHeHHs iHdhopmaii), "MobiuHi
peaxuii” BignoBigHO 40 OHOB/IEHOT
iHpopmalii Wwoao 6esnekn AitoyHoi pevoBUHU

3a peyernmom

UA/13720/01/04

128.

NA®EPOBIO
H®

niodpinisat gnsa
PO34MHY ANs iH'EKLIN

TOB "®3
"BIO®PAPMA

YKpaiHa

TOB "®3 "BIOPAPMA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
Matepianis:3minu Il Tuny - 3MiHn Woa0

3a peyenmom

UA/13720/01/06
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
no 18 000 000 MO; no " 6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
1 donakoHy 3MiHa y KOpOTKiil xapakTepucTuLi
niodgpinizata Ta no 1 nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
amnyni po3yvHHKKA Mo IHCTPYKLUT 418 MeANYHOro 3aCTOCYyBaHHA Ha
2 mn (Boga gns nigcTasi peryssipHO OHOB/THOBAHOIO 3BITY 3
iH'ekuiin) y 6nicTepi; no 6e3nekun nikapcbkoro 3acoby, abo
1 6nicTepy y navui 3 nocnimpkeHb 3 6e3nekn 3acTocyBaHHs
KapToHy; no 1 amnyni nikapcbKoro 3acoby B MicspeecTpayinHnii
niodgpinizata Ta no 1 nepiog, abo sk pe3ynbTaT OLiHK/ 3BTy 3
amnyni po34mHHKKa No nocnigpkeHb, NpoBeAeHnX BIAMNOBIAHO 40
2 mn (Boga ans nnaHy negiarpnyHux gocnigpkeHs (PIP)
iH'ekuiin) y 6nicTepi; no (3miHa noTpebye noganbLLIOoro
1 6nicTepy y navui 3 06r'pyHTYBaHHSA HOBUMW AOAATKOBUMMU
KapToHy; no 1 amnyni [aHvMK) - 3MiHN BHECEHO [0 IHCTPYKLUii Ans
niogpinizata y MeZMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
6nictepi; no 1 3acoby A0 po3ainis "MokasaHHA" (YTOYHEHHS
6nicTepy y nauui 3 iHchopmawii), "MpoTrnokasaHHA",
KapToHy "B3aemogis 3 iHWMMU SliKapCbKuMu
3aco6amMu Ta iHLWi BUAY B3aemMogiii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflysaHHs rpygar”, "Cnocibé 3actocyBaHHs
Ta fo3n" (yTouHeHHs indhopmaii), "ToobiuHi
peakujii" BiANOBIAHO A0 OHOBNEHOI
iHpopmaLii Wwoao 6e3nekn AitoyHoi pevoBUHU
129. | NETPO30/ - TabneTkn, BKPUTI MicTpan AHrnisA CiHgaH ®apma C.P.J1. PymyHis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/14559/01/01
BICTA NNiBKOBOIO Kenitan MaTtepianis: 3miHu | TUny - 3MiHK WoA0
060/10HKO, M0 2,5 Mr; | MeHemxMeH 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
no 10 TabneTok y T NlimiTeq, BBeaeHHs abo 3MiHU [0 y3arasibHeHNX

6nicTepi; no 3 a6o 10
6nicTepiB y nauui 3
KapToHy

[aHuX npo cuctemy dapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3MjliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoUm KOHTaKTHI
AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
hapmakoHarnag;

[itoya pepakuis: [lybay TeTsaHa BikTopiBHa;
[MponoHoBaHa pegakuis: CoTHiKoBa
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[JaHvx yroBHOB&XeHOI 0cobu,
BiANOBiAaNbHOI 3a chapmakoHarnsg,. 3miHa
MicLSl 34iACHEHHSA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsagy.
3MiHa MicLle3HaxoMKeHHs1 MacTep-chaina.
130. | NE®P/IOK TabneTkun, BKPUTI MpAT YkpaiHa MpAT "®apmareBTnyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/4427/01/02
NNiBKOBOO "®bapmaueBT thipma "AapHuus" mMarepianis: 3mMiHM | TMNy - 3MiHW 3 AKOCTI.
o060n0Hkoto, no 500 n4yHa chipma [oTOBMIA nikapcbkuii 3aci6. CTabiNbHICTb.
Mr; no 5 TabneTok y "OapHuus" 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
KOHTYPHIli YapyHKOBIi 36epiraHHs roToBOro /ikapcbKoro 3acoby
ynakosui; no 1 (36inbLUEHHSt TEPMiHY NPUAATHOCTI FOTOBOrO
KOHTYPHIli YapyHKOBIi nikapcbKoro 3acoby) - [ns Toprosoi
ynakoBLji y nayuj; no yNakoBKu (NiATBEPMAXYETbCA AaHUMMN
10 TabneTok y peasibHOro yacy) - 36iNbLUEeHHSI TEPMiHY
KOHTYPHili YapyHKOBIi NpUAATHOCTI FOTOBOTO JIiKapCbKOro 3acoby
ynakosui; no 10 Ha OCHOBI MO3UTVBHUX pe3y/bTaTiB
KOHTYPHUX [OBrOCTPOKOBWX AOCAIAKEHb CTA6INBHOCTI Y
YapyHKOBUX YNakoBOK peasibHOMY Yaci: 3aTBepaxeHo: TEPMIH
y nauui MPUOATHOCTI 2 pokv 3anponoHoBaHo:
TEPMIH NMPNAOATHOCTI 3 pokv (BBeaeHHs
3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPMKEHHS); 3MiHUM | TUNY - 3MiHKW 3
sKocTi. FoToBwMiA Nnikapcbkuii 3aci6.
CT1abinbHICTb. 3MiHa Yy TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO JlikapcbKoro 3acoby (3MiHa y
3aTBEpPKEHOMY NPOTOKOAI CTabiNIbHOCTI) -
3MEHLUEHHS YacTOTN AOCNIMKEHHS
ctabinbHocTi [N13 /ledpniok, Ha OCHOBI
aHani3y CTaTUCTUYHUX JaHWUX
131. | NIBAPON necapii no 400 mr, no TOB YkpaiHa TOB "®APMEKC IPyn" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/17172/01/01
5 necapiiB y 6nictepi; "®APMEKC mMaTtepianis: 3MiHu | TNy - 3MiHa po3mipy
no 1 a6o 2 6nictepu y reyn" cepii (BKIOYaOuM dianasoH po3mipy cepir)
Kopobu,i roTOBOrO /ikapCbKOro 3acoby, 3MiHa po3mipy
cepii roToBOro NikapcbKoro 3acoby;
3anponoHosaHo: 40 kr; 120 kr; 240 kr.
132. | NIBOMIH kancynvm no 10 kancyn Mera TainaHpg, Mera /laiichcaiieHcis TainaHg BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 peyenma UA/5581/01/01
DPOPTE y 6nicTepi; no 3 NaiicpcaiieH Ma6nik Komnawi Nimiteq MaTtepianis: 3MiHu | TUNy - 3MiHK WoA0
6nictepu B ci3 Nabnik 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
iHOVBIAyanbHOMY Komnawi BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
nakeTi B KAPTOHHiIl Nimiten [aHux nNpo cuctemy hapmakoHarnsgy

Kopoobui

(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy dapmakoHarnsgy, smiHa
YNOBHOBaXKEHOT 0cobu, BigNoBifabHOI 3a
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
3fjlicCHeHHs1 hapmakoHarnagy; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asBHVKa 415
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AIKLLO BOHa BigMIHHA Bif, YNOBHOBaXEHOI
0cobw, BignoBiga/IbHOI 3a 34iACHEHHS
thapmakoHarnagy (BKo4atum KOHTaKTHi
OaHi) Ta/abo 3MiHW Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT ocobw,
BignoBigasbHOI 3a hapmakoHarnsg B
YKpaiHi.
133. | NIBAK® Tabnetku ons MAT YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpavyinHmx 6e3 peyenma UA/10649/01/01
CMOKTaHHS 3i CMakoMm "®Papmak” mMaTtepianis: BUNPaBIeHHS TEXHIYHOT
aHicy i m'atu, no 10 NOMUIIKM Y MeTofax KOHTPOSIHO SKOCTi
Tabnetok y 6nictepi, nikapcbKoro 3acoby y po3gini «Cknag»
no 2 6nictepu B nav; MeToAax KOHTPOJIHO AKOCTi HanUcaHHs
no 6 TabneTok y HalimeHyBaHHs BUPO6HUKa API (nisoummy
6nicTepi, no 2 rigpoxnopuay)
6nictepy B nayyi abo
no 10 TabneTok y
6nicTepi, no 1
6nictepy B nayui
134. | NIBAK® Tabnetkn ans MAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/10650/01/01
CMOKTaHHS 3i CMakoMm "®apmak” mMartepianis: BUNPaBIeHHSA TEXHIYHOT
Lokonagy, no 6 NOMUJIKMN Y METofax KOHTPOSIO SKOCTI
TabneTtok y 6nictepi, nikapcbkoro 3acoby y po3gini «Cknag»
no 2 6nictepu B nau; MeToAax KOHTPOJII0 SIKOCTi HanncaHHs
no 10 TabneTok y HaliMeHyBaHHS BUPoOHMKa A®| (nisoummy
6nictepi, mo 1 rigpoxnopuay)
6nictepy B nayi
135. | NIBAK® Tabnetkn ans MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/10651/01/01
CMOKTaHHS 3i CMakoMm "®apmak” mMarepianis: BUNPaBAEHHSA TEXHIYHOI
anesnbCcuHy, no 6 NMOMWIKN Y MeTofAax KOHTPO/IO AKOCTi
TabneTtok y 6nictepi, nikapcbKoro 3acoby y po3gini «Cknag»
no 2 6nictepu B navuj; MeToax KOHTPOJIIO SKOCTi HanMcaHHs
no 10 tTabneTtok y HaliMeHyBaHHs BUpoGHUKa A®I (nisouymy
6nicTepi, no 1 rigpoxnopuay)
6aicTepy B nayui
136. | NIBAK® Tabnetkn ans MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/16033/01/01
CMOKT@HHS 3i CMakoMm "®apmak” marepianis: BUNPaBAEHHSA TEXHIYHOI

MasimHu, no 10
Tabnetok y 6nictepi,
no 1 6nictepy B naui

NOMWIKN Y MeToAax KOHTPOSIO AKOCTi

nikapcbKoro 3acoby y po3gini «Cknag»

MeToAax KOHTPOJIHO SIKOCTi HanmncaHHs
HalilMeHyBaHHS BMpo6HUKa A®I (nisouymy

rigpoxnopuay)
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
137. | NIHE3ONIAUN TabneTkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaviinHmx 3a peyenmom UA/14297/01/01
H NAiBKOBOO "Kuismegnp "Kuismegnpenapar" marepianis: 3mMiHun | TMny - 3MiHK LWOAO
060/10HKOI0, N0 600 Mr enapat” 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
no 10 TabneTtok y - OHOBJIEHHS BXEe 3aTBEPAKEHOI0 TEKCTY
6nicTepi; no 1 MapKyBaHHS BTOPVMHHOI Ta NePBUHHOT
6nicTepy B naui YMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM
[ofaTkoBol iHthopmali (BHeCEHH:
No3HaYeHb OAVHWLb BUMIPIOBAHHS, 3
BUKOPVCTaHHAM JliTep NaTUHCLKOro
andasiTy Ta ToLL0). BBeAeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/SA 3aTBEPKEHHS
138. | NO3AMN® 100 | Tabnetku, BKpUTI TOB YkpaiHa CaHodpi-ABeHTic Cn. 3 MonbLia BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyernmom UA/15308/01/01
nnoc NNiBKOBOIO "CaHodi- 0.0. MaTepianis: 3MiHu | TUNY - 3MiHK 40
06010HKot0, No 100 ABeHTIC IHCTPYKLU|i 415 MeAUYHOr0 3aCTOCYBaHHS
mr/25 mr, Ne 10 YkpaiHa" nikapcbKoro 3acoby y po3ginu:
(10x1), Ne 30 (10x3), "®apmMakonoriyHi BnactnsocTi”,
Ne 90 (10x9): no 10 "Oco6nmBocCTi 3acTocyBaHHsA", "Mo6IYHI
Tabnetok y 6nictepi; peaxuii” BignoBigHO 40 OHOB/IEHOT
nol,3a6o9 iHhopmalii 3 6e3neku Aityoi pevoBUHU
6nicTepiB y KAPTOHHIN rigpoxnopoTiasvg. BeegeHHs 3MiH NpoTarom
kopo6ui; Nel5 (15x1), 3-x micAUiB nicnsa 3aTBEpKEHHSA
Ne30 (15x2), Ne90
(15x6): no 15
Tabnetok y 6nictepi;
no 1, 2 abo 6
6nicTepiB y KAPTOHHIN
Kopobui
139. | NOTAP® TabneTkun, BKPUTI AJIKANOIL, Pecny6nika Ankanoig AL-Ckon'e Pecny6nika BHECEHHS 3MiH 1O peecTpaLiiHnx 3a peyenmom UA/11210/01/01
NNiBKOBOIO AL Ckon'e MakefoHis MakefoHis marepianis: 3MiHK | TURy - 3MiHa y MeToAax
06010HKO0, M0 50 Mr BUMNPOOYBaHHA rOTOBOTrO NiKapCbKOro 3acoby
no 10 TabneTok y - BHECEHHSA aNlbTePHATUBHOIO MeToAy
6nictepi; no 3 KOHTpoNto y Cneuyucpikauii Ha roToBuiA
6nicTepn y KapTOHHIl nikapcbkuii 3acib A1 nokasHuka
KopooLi «laeHTuuikauisa TuTaHy giokemay» 3a
[0NOMOrOH AKICHOT peaku,i
140. | NOTAP® TabneTku, BKpUTI ANKANOIL, Pecny6nika Ankanoig AL-Ckon'e Pecny6nika BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/11210/01/02
NAiBKOBOO A/l Ckon'e MakefoHis MakeoHis marepianis: 3MiHu | TUNY - 3MiHa Y MeTogax
060/10HKOI0, N0 100 Mr BMNPOGYBaHHSA roTOBOrO /TiKapPCbKOro 3acoby
no 15 TabneTtok y - BHECEHHS aNlbTepPHATUBHOIO MeToay
6nicTepi; no 2 KOHTponto y CneupnddikaLii Ha rotoBwuii
6nicTepn y KapTOHHI nikapcbkuii 3aci6 A1 nokasHuka
KopooLi «laeHTULikauia TuTaHy giokcuay» 3a
[10MOMOroK SKiCHOT peakujii
141. | MATHIKYM TabneTku, BKpUTI AT YkpaiHa AT "KMNIBCbKIW YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/7038/01/01
NNiBKOBOIO "KUIBCbKN BITAMIHHU/ 3ABOA" MaTepianis: 3MiHuW | TUNY - 3MiHK 3 AKOCTI.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
060/10HKOI0, " [oTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
KMLLKOBOPO3YMHHI N0 BITAMIHHU 3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax
10 TabneTok y " 3ABOA" 36epiraHHs roTOBOrO NiKapCbKOro 3acoby
6nictepi; no 5 (36iNbLUEHHA TEepMiHY NPUAATHOCTI FTOTOBOIO
6nicTepiB y nauui niKkapcbKoro 3acoby) - [ns Toprosoi
ynakoBku (MigTBEPLKYETLCA AaHUMMN
peanbHOro 4acy) - 36i1bLLIEHHS TEPMiHY
npuAaTHOCTI rOTOBOrO /iKAPCbKOro 3acoby
Ha OCHOBI MO3UTVBHUX pe3y/bTaTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTAbINbHOCTI Y
peasibHOMy yaci: 3aTBepmxeHo: TepmiH
NPVAATHOCTI. 2 poKM 3anponoHOBaHo:
TepMmiH npuaaTHOCTI. 3 pokun (BBeAeHHS 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBEPAKEHHS)
142. | MAPBEJIOH® | Tabnetku no 21 LWepiHr- LLBeiuapis 3a NOBHUM LIMK/IOM: HigepnaHnan BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyernmom UA/10176/01/01
Tabnetui B 6nictepi; Mnay H.B.OpraHoH mMaTtepianis: 3MiHu | TUNY - AAMIHICTPaTUBHI
no 1 6nictepy B cawe; | CeHtpan lcT 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
no 3 calle y KapTOHHil Al 3aaBHMKa (BNacHvka peecTpauiiHoro
ynakoBLii NoCBIAYEHHS) - 3MiHa aapecu 3asiBHMKA:
[itoua pepakuis: Weystrasse 20, 6000
Lucerne 6, Switzerland
MponoHoBaHa pepakuin: Weystrasse 20,
6000 Luzern 6, Switzerland
143. | MEBIKAP IC Tabnetku no 0,3 r no ToBapucTso YKpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/8823/01/01
10 TabneTok y 3 [04aTKOBOO maTepianis (NOBTOpHUIA po3rnag, -
6nictepi; no 2 [04aTKOBOK BiAMNOBIAA/TbHICTIO YTOUHEHHS1 NpoueAaypu, Haka3 Ne 992 Bipg,
6nicTepn y nauui 3 Bignosigasnb "IHTEPXIM" 26.04.2019): 3MmiHu | TUNY: AgMiHICTPATUBHI
KapToHy HiCTIO 3MiHW. BunyyeHHs BUPOGHMYOI finbHUL
"IHTEPXIM" (Bktovatoum ginbHuui gns A®I, npoMixXHOro

npoAykTy abo roToBOro nikapcbkoro 3acoby,
AiNbHULUI ANA NpoBeAeHHS NaKyBaHHS,
BMPO6HMKA, BiAMOBIAA/ILHOTO 3a BUMYCK
cepiid, MicLle NPOBeAEHHSI KOHTPOIO cepii)
ab0 nocTtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo fONOMiXXHOI peHOBUHM (SIKLLO
3a3HayYeHo Yy [OCbE) - BUTYYEHHS [iIbHUL
3a agpecoro YkpaiHa , 65080, Ogecbka 06:1.,
M Opeca, Jlloctaopdcbka gopora, 6ya. 86,
[e 3gilicHioBanochb 36epiraHHs roToBoi
NpoAyKLii Ta BUNyYeHHs iHchopmauii Lwoao
MiCLie3HaX0MKEeHHS OPUANYHOI 0Co6N Y
peecTpavuiiHux MaTepiasiax Woao Ait4oi
peyoBuHW MN3. 3MiHK | TUNY: 3MiHK 3 AKOCTI.
Adl. BUpo6bHMLTBO. 3MiHa BUPOGHMKA
BUXiAHOro/NpoMiXHOro NpoAyKTy/peareHTy,




3assHUK KpaiHa
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Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

peecmpayjiliHo2o

Homep

nocsi04YeHHs1

n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

LLL0 BUKOPUCTOBYHOTLCS Y BUPOGHUHOMY
npoueci Ad®l, abo 3miHa BUpobHMKa

ToBapucTso

YKpaiHa

ToBapucTso 3
[0,aTKOBOO

YKpaiHa

(BrTrOYatoum, fie HeobXxigHo, micue
npoBefileHHA KOHTPO/o AkocTi) APl (3a
BiICYTHOCTI cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPKEHOMY [0CbLE)(3MIHM [0 3aX04iB,
noB'si3aHnX 3 KOHTponem A®l, abo
fofaBaHHA AinbHUL, Ae NPOBOANTLCS
KOHTPONb/BUNPOGYBaHHSA cepil) - 3aMiHa
OiNbHULI, fe NPoBOANTLCA BUNPOOYBaHHS
KOHTPOIO Cepil: 3 AiNbHULIL 3a agpecammn
YkpaiHa, 65080, Ogecbka 061., M. Ofeca,
Moctpopdickka gopora, 6ya. 86 Ta YkpaiHa,
65025, m. Opeca, 21-i kM. CTapoKuiBCbKOT
[oporu, 23 Ha AiNbHULLI0 3a aapecoto
Ykpaina, 65025, m. Ogeca, 21-i1 km.
CrapokuiBcbKoi goporu, 40-Ay
peecTpavuiiHux MaTepianax Woao Ait4yoi
peyoBuHW. 3MiHu | TUNy: 3MiHK 3 AKOCTI.
A®|. Bupo6bHMLTBO. 3MiHW B NpoLiEeCi
BUpo6HMLUTBa AP| (HE3HAUYHA 3MiHa Y
npoteci Bupo6HuuTea Adl) - 3miHn B
npoueci BupobHuuTea Ad| (BBeAEHHS
aNbTepHaTUBHOI TEXHO/OTYHOI CXeMU
oTpumaHHsa A®| (3acTocyBaHHs B SAKOCTI
BUWXiAHOI CPOBMHWN NPOMIKHOIO NPOAYKTY
IHWOro BUpo6HMKA)). 3MiHU | TUnNy: 3MiHKM 3
akocTi. A®l. Bupo6HMUTBO (iHLLI 3MiHK),
[ofaBaHHsA BUPOBHMYOT AiNsaHkn (y cknagi
3aTBepAXeHOI BUpoOHUYOT AinbHuUUi TAB
"IHTEPXIM") 3a agpecoto YkpaiHa, 65025,
M. Ogeca, 21-ii km. CTapoK1iBCbKOT A0pOrH,
40-A, fe 30iiiCHI0ETLCA BUPOBHULTBO,
nepBrHHE Ta BTOPVHHE MaKyBaHHS,
36epiraHHsA roToBOI NPOAYKLiT, CUPOBUHMN Ta
Marepianis y peecTpauiiHnx Marepianax
o0 Aitoyoi pevosuHu M13; BBEAEHHSA
albTEPHATUBHOIO BUPOOHYMKA
BUXiAHOro/npomMixHoro nponykty (TOB
"XBOIN", W0 BUKOPUCTOBYETLCA Y
BMpPO6HMYOMY npoueci AD|
BHECEHHS 3MiH 0 peecTpaviinHmx

6e3 peyenma

UA/8823/01/02

matepianis (MOBTOPHWiA po3rnag -

144. | MEBIKAP IC

Tabnetkn no 0,5 r no
10 TabneTok y

3

6nictepi; no 1 a6o 2

[10[1aTKOBOIO

BifNOBIAA/IbHICTIO

YTOYHEHHSA npoueaypu, Hakas Ne 992 Big
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
6nictepn y nauui 3 Bignosiganb "IHTEPXIM" 26.04.2019): 3MiHu | TUNY: AgMiHICTpPaTUBHI
KapToHy HICTIO 3MiHW. BunyyeHHst BUPOGHMYOI AinbHUL
"IHTEPXIM" (Brmtovaroun ginbHuui Ans A®l, npoMixHoro

NPOAYKTY abo roToBOro /iKapcbKoro 3acoby,
AiNbHULI AN\ NpoBeAeHHS NakyBaHHS,
BMPOGHMKA, BiAMOBIAaIbHOMO 3a BUMYCK

cepiii, MicLle NPOBeAEHHSI KOHTPOSHO cepii)
ab0 nocTavyasibHMKa BUXiAHOTO MaTepiany,
peareHTy abo JOMOMDKHOI PEHOBMHY (SIKLLO
3a3HaYeHo Y [JOCbE) - BUSTYYEHHS [iIbHUL

3a agpecor YkpaiHa , 65080, Ogecbka 0671.,

m Ogeca, /locTaopdicebka gopora, 6ya. 86,
[e 3gilicHioBanoch 36epiraHHs roToBoi
nNpoAykKLuii Ta BUMy4YeHHs iHchopmauii Lwoao
MiCLle3HaxXOKEHHS FOpUANYHOT 0Co6K Y
peecTpavuiiHux MaTepiasiax Woao Ailn4yoi
peyoBuHW MN3. 3MiHn | TUNY: 3MiHK 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKa
BUXIZAHOrO/NPOMIXHOr0 NPOAYKTYy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBHUYOMY
npoueci Adl, abo 3miHa BUpoOHMKa
(BKNtOYatoumn, ae HeobxigHO, Micue
npoBefeHHs KOHTPOsIo skocTi) AP (3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(3MiHN [0 3aX04iB,
noB'sA3aHux 3 KoHTponem Adl, abo
[ofaBaHHA AinbHUL, Ae NPOBOAUTLCS
KOHTPONb/BUNPOBYBaHHS cepii) - 3aMiHa
OiNbHULI, fe NPoBOANTLCSA BUNPOOYBaHHS
KOHTPOIO cepii: 3 AiNbHULL 3a agpecamm
YkpaiHa, 65080, Ogecbka 061., M. Ogeca,
Noctpopdicbka gopora, 6ya. 86 Ta YkpaiHa,
65025, m. Ogeca, 21-i km. CTapoKuiBCbKOT
Aopory, 23 Ha AiNbHUL0 3a aapecor
YkpaiHa, 65025, m. Ogeca, 21-i1 km.
Crapokuiscbkoi goporu, 40-A'y
peecTpauiiHux maTepiasiax Wwoao Ait4yoi
peyoBuHW. 3MiHU | TMNy: 3MiHK 3 AKOCTI.
A®|. Bupo6HMLTBO. 3MiHM B NpoLEeCi

BMPOGHMLTBA AD| (HE3HAYHA 3MiHA Y
npoteci Bupo6Huutea Adl) - 3miHu B
npoueci BupobHuuTBa A®| (BBEAEHHS
aNlbTEPHATMBHOI TEXHO/OTIYHOT CXEMU
OoTprMaHHsA A®| (3acTocyBaHHS B SIKOCTI
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
BVIXiHOT CMPOBWHN NPOMIXHOIO NPOAYKTY
iHLWOro BUpo6HWKa)). 3MiHu | Tuny: 3MiHn 3
AakocTi. A®l. Bupo6HMUTBO (iHLWi 3MiHW),
[oflaBaHHA BUPOBGHUYOI AiNsHKM (y cknagi
3aTBEPMAXEHOT BUPOGHMYOT AinbHuui TAB
"IHTEPXIM") 3a agpecoto YkpaiHa, 65025,
M. Opfieca, 21-ii km. CTapoKUiBCLKOT A0pOru,
40-A, fe 34iACHI0ETCA BUPOBHNLTBO,
nepBrHHE Ta BTOPVHHE MakKyBaHHS,
36epiraHHs roToBOI NPOAYKL,i, CUPOBUHU Ta
mMarepianis y peectpauiiHnx marepianax
LLIoA0 Ajtoyoi pevoBuHu N13; BBEAEHHS
aNbTepPHaTUBHOIO BUPOGHMKa
BMXigHOro/npomixHoro npogaykty (TOB
"XBOIN", W0 BUKOPUCTOBYETLCH Y
BUpo6HMYOMY npoueci AD|
145. | MENbAOHIN PO34MH A1 iH e, TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/14638/01/01
100 mr/mnno 5 mn B Papm"” mMaTtepianis: 3MiHu | TUNy - 3MiHa po3mipy
amnyni, no 5 amnyn y cepii (BKIOYaKOUM gianasoH po3mipy cepii)
KOHTYPHIli YapyHKOBIi rOTOBOrO /iKapCbKOro 3acoby - BBEAEHHS
ynakosi, no 2 [0[aTKOBOro po3Mipy cepii rotToBoro
KOHTYPHI YapyHKOBI nikapcbkoro 3acoby - 600 1.
YMakoBKM B mayLli
146. | MEPOMNEHEM | nopoLuok ans MicTpan AHrnis PakTa PapmacbtoTici ITanis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/16112/01/01
- BICTA NPUroTyBaHHsA Kenitan C.N.A. marepianis: 3MiHu | TURy - 3MiHK LWOAO
PO34MHY ANs iH ekl MeHemXMeH 6e3nekn/eddekTVBHOCTI Ta hapMakoHarnsay.
no 500 mr; 1 a6o 10 T NimiTepq, BBefeHHs1 abo 3MiHU 10 y3arasibHeHNX

(h/1aKOHIB 3 MOPOLLKOM
Y KapTOHHIl Kopoobui

[aHux nNpo cuctemy dapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO
cucTemy chapmakoHarnagy, amiHa
YNOBHOB&XEHOI 0CO6MU, BiANOBiAaNLHOI 3a
3[iiCHEHHST (papMakoHarns4y; KOHTaKTHOT
ocobu 3 chapmakoHarnsay 3asBHMKa 415
3pilicHeHHa hapMakoHarnagy B YkpaiHi,
SIKLL,0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI
ocobu, BiANOBIfaIbHOI 3a 3A4iACHEHHS
thapmakoHarnagy (BKovaoum KOHTaKTHi
[OaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6MU, BiANOBiAaNbHOI 3a
hapmakoHarnag;

[itoua pepakuis: lybay TeTsiHa BikTopiBHa;
MponoHoBaHa pepakuis: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXEHOT 0cobu,
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

BiANOBIAa/ILHOT 3a hapmakoHarnsag. 3MiHa
MiCLS 34iICHEHHA OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-daiina.

147.

MEPOMNEHEM
- BICTA

MOPOLLIOK ANt
NPUroTyBaHHs
PO34UHY AN151 iH EKLilA
no 1000 wr; 1 a6o 10
oNakoHIB 3 NOPOLLKOM
Y KapTOHHIli kopobLyi

MicTpan
Kenitan
MeHexmeH
T NlimiTeq,

AHrnis

dakTa dapmacbtoTici
C.NA.

ITanis

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekun/edhekTVBHOCTI Ta papMakoHarnagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
[aHux npo cuctemy dapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarnsgy, 3miHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
ocobw, BignoBiga/IbHOI 3a 34iCHEHHS
hapmakoHarnagy (BK/1o4atoUm KOHTaKTHI
AaHi) Ta/abo 3MiHV Yy po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
hapmakoHarnag;

[itoya pepakuis: [lybay TeTsaHa BikTopiBHa;
MponoHoBaHa pepakuis: CoTHiKoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHvX yroBHOB&XeHOI 0cobu,
BiANOBIA&/IbHOT 3a hapmakoHarnsag. 3MiHa
MicLsl 34iACHEHHSA OCHOBHOI AisiNIbHOCTI 3
hapMakoHarnsagy.
3MiHa MicLie3HaxoMKeHHs1 MacTep-haina.

3a peyernmom

UA/16112/01/02

148.

ME®APMINI®

TabneTkun, BKPUTI
NiBKOBOO
060n0Hkoto, no 500
Mmr, no 10 TabneTok y
6nictepi, no 3,5, 6
a6o 12 6nictepiB y
nauuj

MAT
"Knismegnp
enapar”

YkpaiHa

MAT
"KviBmegnpenapart"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx
MaTepianis: 3MiHu | TUNYy - 3MiHW LWOA0
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
- OHOBJ/IEHHS BXE 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs BTOPUHHOT Ta NePBUHHOT
YNaKoBKM NiKapCbKoro 3acoby (BHECEHHS
no3HayYeHb OfMHULb BUMIPIOBaHHS, 3
BUKOPVCTaHHAM JliTep NAaTUHCLKOro
andasiTy). BBeeHHs 3MiH NpoTArom 6-tn
MicsiLiB NicNs 3aTBEPAYKEHHS

3a peyenmom

UA/14013/01/01

149.

ME®APMIN®

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, M0 850
mr, no 10 Tabnetok y
6nictepi, no 3,5, 6

MAT
"Kuismegnp
enapar"

YkpaiHa

MNAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavyinHmx
MaTepianis: 3MiHu | TUNY - 3MiHW WOA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
- OHOBJIEHHS BXE 3aTBEPKEHOI0 TEKCTY
MapKyBaHHA BTOPUHHOI Ta NepBUHHOI

3a peyernmom

UA/14013/01/02
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
abo 12 6nicTepiB y yNakoBKU NiKapCbKoro 3acoby (BHECeHHs
nauuj no3HayYeHb OAMHWLb BUMIPIOBaHHS, 3
BUKOPVCTaHHAM JliTep NaTUHCLKOro
andasiTy). BBegeHHs 3MiH NpoTArom 6-tn
MicsLiB Nicns 3aTBEPAKEHHS
150. | ME®APMINI® | Tabnetku, BKpUTI MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 40 peecTpavyinHmx 3a peyernmom UA/14013/01/03
NNiBKOBOIO "Kuismegnp "KuiBmegnpenapart" MaTepianis: 3MiHU | TUNY - 3MiHK WOA0
060/10HKOI0, No 1000 enapat” 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
mr, no 10 TabneTok y - OHOBJIEHHS BXEe 3aTBEPKEHOIO TEKCTY
6nictepi, no 3,5, 6 MapKyBaHHS1 BTOPVHHOI Ta NEPBUHHOI
abo 12 6nictepiB y yMakoBKM MiKapCbKOro 3acoby (BHECEHHs
nauui no3HavyeHb OAVHWLb BUMIPIOBAHHS, 3
BUKOPVCTaHHAM JliTep NaTUHCLKOro
ancasity). BBegeHHs 3MiH npoTsarom 6-tv
MicSAUIB NicNs 3aTBEPAKEHHS
151. | M-M- MOPOLLIOK ANt Mepk Wapni | LWseliuapisa BMPOGHUK BaKLMHN in CLUA/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a peyenmom UA/14950/01/01
PBAKCIMPO® | cycneHsii gns iH'ekuii; [oywm IAEA bulk Ta nepBuHHE Higepnangn MaTepianis: 3MiHu | TUNy - 3aMiHa Jkepena
BAKUVHA 1 chnakoH 3 NOPOLLKOM M6X nakyBaHHs: ofepXaHHS [OMOMKHOI pe4oBUHU abo
ana (1 po3sa) Ta 1 dhnakoH Mepk LWapn i Joym peakTuBy, L0 CTaHOBUTb PU3KK Nepeaadi
MPODINAKT 3 pO34MHHMKOM (BOAA Kopn., CLLA 36yAHuKiB 'E (iHLWi 3MiHK); [OAABaHHS
KW KOPY, Ans iH'ekuiid) no 0,7 BTOPUHHE MakyBaHHS, a/IbTEepPHATMBHOrO nocTavyasibHUKa
EMIAEMIYHO | MmNy KapTOHHIl BUMYCK Cepii BakLMHU Ta HaTypasIbHOro BYTiNAA 3 KICTOK TBAPUH, WO
ro KopooL; PO3UMHHMKA BMKOPUCTOBYETLCA Y BUPOOHULITBI Caxaposun
NAPOTUTY 1 chnakoH 3 NOPOLLKOM Mepk Wapn i Joym B.B.,
TA (1 po3a)Tal Higepnangn
KPACHYXU nonepegHe0
XNBA HamnoBHeHWIA WNpu, 3
PO34YMHHMKOM (BOAA
ONs iv'exuin) no 0,7
MJ1 B KOMMJIEKTi 3
[BOMa rosikamu y
KapTOHHI KOpoo6L;
10 donakoHis 3
nopotukom Ta 10
onakoHIB 3
PO34MHHMKOM (BOAA
Ans iH'ekuiin) no 0,7
MJ1 B OKpEMUX
KapTOHHMX KOPOGKax
152. | MOBANIC® PO34MH NS H'EKLN, BepiHrep HimeuunHa Brpo6HuuTBO Ta Icnanis BHECEHHS 3MiH 1O peecTpaLiiHnx 3a peyenmom UA/2683/03/01
15 mr/1,5 mn, no 1,5 IHrenbxainm NepBYHHE MaKyBaHHS: marepianis: 3miHu Il Tuny - 3miHn Woao
M1y amny”ni; no 5 IHTepHeLwwHN BepiHrep IHrenbxaiim 6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
amnysn B KAPTOHHIl M6X Ecnana, CA, Icnanis; 3MiHK y KOpPOTKili xapakTepuctui
Kopobui BTOpMHHE nakyBaHHs, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
KOHTPO/Ib SKOCTi Ta IHCTPYKLUIi 4719 MEANYHOIO 3aCTOCYBaHHS y
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
BUNYyCK cepil: 3B'A3KY i3 HOBMMMW JAaHUMU 3 SIKOCTI,
BepiHrep IHrenbxaiim OOKAIHIYHUMK, KNIHIYHAMW JaHuMK Ta
Ecnana, CA, Icnanis AaHvMu 3 chapmakoHarnsgy - 3MiHY BHECEHI
[0 IHCTPYKUIi ANA MEeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"®apmakonorivyHi BnacTmBocTi”,
"Moka3saHHs"(pegaryBaHHs TeKCTY),
"B3aemogist 3 iHWMMU flikapCbKuMum
3aco6amMu Ta iHWi BUau B3aemMogii”,
"Oco6nmBOCTI 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta go3u", "MobiuHi peakwii”.
BBefeHHs 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPAKEHHS
153. | MOKCU®DJIOK | po3uunH ans iHgysii, TOB "TeBa YkpaiHa AT PAPMATEH Ipeuis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/15803/01/01
CALUWH- 400 mr/250 mn, no 250 YkpaiHa" mMaTtepianis: 3MiHU | TUN - 3MiHW A0 IHCTPYKLT
TEBA MYy ¢pnakoHi, no 1 0151 MeANYHOro 3aCTOCYBaHHSA NikapcbKoro
ab6o no 5, abo no 12 3acoby y po3ginu "MpoTunokasaHHa",
h1aKkoHIB y KopobLi "B3aemogis 3 iHWMMKW NiKapCbKUMu
3aco6amMu Ta iHLWi BUAW B3aeMogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHocTi abo
roflyBaHHs rpyaar”, "34artHicTb BnMBaTu
Ha LWIBWAKICTb peakLii Npu KkepyBaHHi
aBTOTPAHCMOPTOM @60 iHLWUMK
MexaHismamu", "MobivHi peakuii" BignosigHO
[0 OHOBJIEHOI iHGpopMaLLil 3 6e3nekun Ajtouoi
peyoBMHW. BBeAEHHA 3MiH MPOTAroM 3-x
MiCALIB Nicna 3aTBepAKeHHs
154. | MOKCUDJIOK | Tabnetku, BKpUTI TOB "TeBa YkpaiHa TeBa dapmaueBTikan I3pains/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/16093/01/01
CALUWH- NNiBKOBOIO YkpaiHa" IHgacTpi3 fTa,., 13painb YropwmHa mMaTtepianis: 3MiHK | TUNY - 3MiHW 0
TEBA 060/10HKOt0, NO 400 (BpO6HMLTBO IHCTPYKLUT 415 MeAUYHOr0o 3aCTOCYBaHHSA
mr, no 5 a6o no 7, abo Hepo3dacoBaHol NiKapcbKoro 3acoby y po3ainm "Blaemogis 3
no 10 Tabnetok y NPOAYKLUIT, KOHTPOsIb HLIMMK nikapcbKMK 3acobamMu Ta iHLWi BUuam
6nictepi, no 1 cepii); AT B3aemogiin", "Ocob/IMBOCTi 3aCTOCYBaHHA",
6nictepy B Kopobu,i dapmaueBTUYHNIA 3aBOS, "Mo6iyHi peakuii” BigNOBIAHO 4O OHOB/IEHOI
TEBA, YropuuHa iHchopmawii 3 6e3neku Ajroyoi pevyoBUHN.
(NepBuHHa Ta BTOPUHHA BeefieHHs1 3MiH NpoTArom 3-x MicsAuiB nicns
ynakoBka, f,03BiN1 Ha 3aTBEPAKEHHSA
BUNyCK cepir)
155. | HA30/1® cnpeii HazanbHuiA 0,05 TOB YkpaiHa IcTiTyTO e AHxeni ITanis BHECEHHS 3MiH 0 peecTpaviintHmx 6e3 peyenma UA/9480/01/01
ANBAHC % no 10 mn y chnakoHi "BAVEP" C.p.n. marepianis: 3mMiHu | TMNy - 3MiHa y NEPBUHHIN
3 po3npuvckyBayem; no yNaKoBLji FOTOBOr0 NikapcbKoro 3acoby
1 donakoHy B
KapTOHHHIli Kopobui
156. | HOBOENT NOPOLUOK A/181 PO3YNHY A/T Hoso [JaHis BiANOBiAabLHUIA 3a [JaHia/ BHECEHHS 3MiH 10 peecTpaLiinHmx 3a peyenmom UA/16751/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

[Ans iH ekuiin, no 250
MO; no 1 dhnakoHy 3
MOPOLLKOM Y
KOMMEKTi 3
po3unHHMKOM (0,9 %
pO34UH HaTpito
xnopuay) no 4 mny
nonepeaHL0
HarnoBHEHOMY LINpuLy,
LUTOKOM MOPLUHA Ta
nepexigHvkom ans
chnakoHa B
iHOVBIAYaNbHIi
yNakoBLi B KAPTOHHIN
Kopobui

Hopgaick

BUNYCK Cepii roToBOro
nikapcbkoro 3acoby: A/IT
Hoo Hopgaick, JaHis;
KOHTPO/b SIKOCTI
roTOBOrO /liKapCbKOro
3acoby: A/T Hoso
Hopgaick, JaHis;
MapKyBaHHs Ta
BTOPVIHHE MakKyBaHHSA
roTOBOrO /iKapCbKoro
3acoby, JogaBaHHsA
LIKaUTM 0 Wnpurua s
BBeAeHHs: A/T Hoso
Hopgick, faHis;
NPUroTyBaHHs, Po3nB y
nepBUHHE NaKyBaHHS,
nioghinizauis Ta
repesipKa rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
roTOBOrO /liKapCbKOro
3aco0y, MapKyBaHHsA Ta
BTOPVHHE NakKyBaHHSA
roTOBOrO /liKapCbKOro
3acoby, fofaBaHHSA
LIKaUIM 40 Wnpurua ans
BBefeHHs: A/T Hoso
Hopgick, faHis;
BMPOOHULITBO
PO3UYMHHMKA
(npuroTyBaHHs, Po3NuB,
nepesipka,
KOMMeKTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3dacoBaHoro
npoaykTy): Bettep
Papma-PepTiryHr MM6X i
Ko. KI', HimeuyunHa

HimeyunHa

mMartepianis: 3MiHu | Tuny - 3MiHa
nocTavyanbHviKa nakyBasibHUX martepianis
a60 KOMMNEKTYIOUMX (SKLLIO 3a3HAYeHO B
[0CbE) (BUNYYEHHS NOCTavaslbHUKA)

157.

HOBOEWUT

MOPOLLOK A/ PO3UUHY
Ans iH ekuiin, no 500
MO; no 1 dhnakoHy 3
MOPOLUKOM Y

A/T HoBo
Hopgaick

[aHis

BiANOBiAa/IbHWIA 3a
BUNYCK Cepii roTOBOro
nikapcbkoro 3acoby: A/IT
Hoso Hopaick, [aHis;

Lanisa/
Himeyunna

BHECEHHS 3MiH 0 peecTpavyinHmx
mMartepianis: 3MiHu | Tuny - 3miHa
nocTavanbHvKa nakyBasibHUX martepianis
a60 KOMMNEKTYOYMX (SKLLO 3a3HAYEHO B

3a peyenmom

UA/16751/01/02
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

KOMMEKTi 3
po3unHHMKOM (0,9 %
pO34UH HaTpito
xnopugy) no 4 mny
nonepeAHL0
HarnoBHEHOMY LINpuLy,
LUTOKOM MOPLUHA Ta
nepexigHvkom ans
chnakoHa B
iHOVBIAYaNbHii
yNakoBLi B KAPTOHHIN
Kopobui

KOHTPO/b SIKOCTI
roTOBOrO /liKapCbKOro
3acoby: A/T Hoso
Hopgaick, JaHis;
MapKyBaHHs Ta
BTOPVIHHE MakKyBaHHSA
roTOBOrO /iKapCbKoro
3acoby, JogaBaHHsA
LIKaUTM 0 Wnpurua s
BBefeHHs: A/T Hoso
Hopgick, faHis;
NPUroTyBaHHs, po3nB y
nepBUHHE NaKyBaHHS,
nioghinizauis Ta
nepesipka rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
roTOBOrO /liKapCbKOro
3aco0y, MapKyBaHHsA Ta
BTOPVHHE NakKyBaHHSA
roTOBOrO /liKapCbKOro
3acoby, fofaBaHHSA
LIKaUIM 40 Wnpurua ans
BBefeHHs: A/T Hoso
Hopgick, faHis;
BMPOOHULITBO
PO3UYMHHMKA
(npuroTyBaHHs, po3NuB,
nepesipka,
KOMMeKTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3dacoBaHoro
npoaykTy): Bettep
Papma-PepTiryHr MM6X i
Ko. KI', HimeuyunHa

[0CbE) (BUNYYEHHS NOCTavaslbHUKa)

158.

HOBOEWUT

MOPOLLIOK AJ151 PO3UMHY
Ans iH ekuji, no 1000
MO; no 1 dhnakoHy 3
MOPOLLKOM Y
KOMNeKTi 3
po3unHHMKOM (0,9 %
PO34YMH HaTpIto

A/T HoBo
Hopgaick

[aHis

BiANOBiAA/IbHWIA 3a
BUNYCK Cepii roTOBOro
nikapcbkoro 3acoby: A/IT
Hoso Hopgaick, JaHis;
KOHTPO/Ib SKOCTI
roTOBOrO /liKapCbKoro
3aco6y: A/T HoBo

Lanisa/
Himeyunna

BHECEHHS 3MiH 0 peecTpavyinHmx
mMartepianis: 3MiHu | Tuny - 3miHa
nocTavanbHvKa nakyBasibHUX martepianis
ab0 KOMMNEKTYIOUMX (SKLLO 3a3HAYeHO B
[0Cbe) (BUNYYEHHS NOCTavasibHUKa)

3a peyenmom

UA/16751/01/03
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

xnopugy) no 4 mny
nonepeAHL0
HarnoBHEHOMY LINpuLy,
LUTOKOM MOPLUHA Ta
nepexigHvkom ans
chnakoHa B
iHOVBIAYaNbHIi
yNakoBLi B KAPTOHHIN
Kopoobui

Hopgaick, JaHis;
MapKyBaHHs Ta
BTOPVIHHE MaKyBaHHSA
roTOBOrO /liKapCbKoro
3acoby, JogaBaHHs
LIKaUTM 0 Wnpurua s
BBefAeHHs: A/T Hoso
Hopgick, faHis;
NPUroTyBaHHs, po3nnB y
nepBUHHE NaKyBaHHS,
nioghinizauis Ta
repesipKa rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
roTOBOrO /liKapCbKOro
3aco0y, MapKyBaHHsA Ta
BTOPVHHE NakKyBaHHSA
roTOBOrO /liKapCbKOro
3acoby, fofaBaHHSA
LIKaUIM 40 Wnpurua 4ns
BBefeHHs: A/T Hoso
Hopgick, faHis;
BMPOOHULITBO
PO3UYMHHMKA
(npuroTyBaHHs, Po3NuB,
nepesipka,
KOMMeKTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3dacoBaHoro
npoaykTy): Bettep
Papma-PepTiryHr MM6X i
Ko. KI', HimeuyunHa

159.

OKCANINNAT
IH-BICTA

NOPOLLIOK A/1A
NPUroTyBaHHs
pO3unHy ANns iHdysil
(5 mr/mn) no 50 mr, no
100 wmr, 1 chnakoH 3
MOPOLLKOM Yy
KapTOHHIA KopooLi

MicTpan
Kenitan
MeHemxmeH
T NlimiTeq,

AHrnisA

AkTasgic ITania C.n.A.

ITanisa

BHECEHHS 3MiH 0 peecTpavyinHmx
MaTepianis: 3miHu | TUny - 3MiHK WoAa0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHsA ab0 3MiHU [0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarniagy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBIiAaNLHOI 3a
3[jiicHEeHHs hapMakoHarnsagy; KOHTakTHOT
0co6u 3 chapmakoHarnsagy 3asBHuka Ass

3a peyenmom

UA/13987/01/02




3asBHuk

Kpaina
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Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

peecmpayjiliHo2o
nocsi04YeHHs1

Homep

n/n

NliKapcbKo20

Hassa

3acoby

Popma surnycky

3[iicHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT

YkpaiHa

MpAT "®apmaveBTnyHa

Ykpaina

hapMakoHarnagy (BK/1oHatoUum KOHTaKTHI

AaHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0co6M, BiANOBigaNbHOI 3a

[itoua pepakuis: [lybay TeTsHa BikTopiBHa;

BiANOBIAa/ILHOT 3a hapmakoHarnsag. 3MiHa

3MiHa MicLe3HaxoMKeHHs1 MacTep-daiina.

oco6w, BignoBiga/bHOI 3a 34iCHEHHS]

hapMakoHarnag:

MponoHoBaHa pepakuin: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHWX
[aHVX YNoBHOB&XeHOI 0cobu,

MiCLS 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHM | TUNY - 3MiHKX 3 AKOCTI.

6e3 peyenma

UA/6926/01/01

160.

OKCO/IH-
JAPHULA

Masb, 2,5 mr/r; no 10 r
y Ty6i; no 1 Ty6i B
nauui

MpAT
"®GapmauesT
nyHa pipma
"AapHnus”

hipma "OapHuus”

BUPOGHULTBO 3a NOBHUM

AscTpisi/

3MiHa y TepmiHax npugaTtHocTi abo ymosax

[oTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.

36epiraHHsA roTOBOrO /iKapCbKoro 3acoby
(3miHa y 3aTBEpAKEHOMY MPOTOKONI
CTabiNbHOCTI) - 3MEHLLUEHHST 4acToTN
[ocnigpkeHHst ctabinibHocTi /13 Ha OCHOBI
aHasi3y CTaTUCTUYHUX JaHUX.
3arBepmkeHo: KoHTponb 06pasLos
NPOBOAMTCA C NEPUOAMYHOCTLIO: O Mec., 3
mec., 6 mec., 9 mec., 12 mec., 18 mec., 24
Mec. 3anponoHoBaHo: KOHTpoNb 06pasLoB
NpoBOANTCA C NepuognyHocTbio: 0 mec., 12
Mec., 24 mec., 36 MecC; 3MiHK | Tuny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36inbLUeHHs
TEpPMiHy NpUAATHOCTI rOTOBOrO NikapCbKoro
3acoby) - /19 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHUMK peasibHOro vacy)
- 36iNbLUEHHS TEPMiHY NpUAATHOCTI
NikapcbKoro 3acoby. 3aTBepiXeHo: 2 poKu.
3anponoHoBaHo: 3 poku (BBeAeHHs 3MiH
NPOTArom 6-Tu MicsLIB NicNsA 3aTBEPAKEHHS)
BHECEHHS 3MiH 1O peecTpaLifiHnx

3a peyenmom

UA/15468/01/01

161.

OKTAHAT

A8 iH'exuin no 50

MOPOLLIOK A1 PO3UUHY

"OkTachapm
a

ABCTpist

MO/mn; no 1 donakoHy

PapmauesT

LMK/IOM:

HimeuunHa

martepianis: 3MiHu |l TUMy - BUKOHAHHS

Okradpapma AB, Lseuis

3060B'AA3aHb BiANOBIAHO A0 NiANYHKTY 1.13
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Ne Hassa Popma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
3 NOPOLLKOM A/1A nka BMPOBHWLTBO 3a NOBHUM nyHkTy 1 goaatky 15 go Mopsaky
pO3unHy ANns iH'ekuii B | MpoayKTioHC LIMKIOM: NPOBELEHHS EKCNEPTU3N peecTpaulifiHnX
KapTOHHI Kopoo6Li rec m.6.X." OkTadapma marepianiB Ha nikapcbki 3acobwu, Lo
Nel; no 1 cpnakoHy 3 dapmavlesTmKa noJalTbCs Ha AepXaBHy peecTpaL,ito
PO34MHHMKOM (BOgA MpoaykTioHcrec M.6.X., (nepepeecTpadiio), a TakoX ekcnepTnsn
[ONs iH ekuiin) mo 5 mn ABCTpist Marepianis Npo BHECEHHS 3MiH A0
(250 MO/pnakoH) a6o BUPOGHMLTBO 3a NOBHUM peecTpauiiHnx MaTepianis NpoTAarom Aii
no 10 mn (500 LIMKIOM: peecTpauiiiHoro nNocBigYeHHs,
MO/dnakoH) pasom 3 OkTadhapma, ®paHujis 3aTBepmXeHoro Hakasom MO3 Big,
KOMMEKTOM A8 BTOPUHHE MaKyBaHHA: 26.08.2005 Ne 426 (y pepakuii Hakasy MO3
PO3YMHEHHSA Ta Okrathapma fleccay Bif 23.07.2015 Ne 460) Wwoa0 HajaHHS ans
BHYTPILUHbOBEHHOIO 'v6X , HimeyunHa nNiKapcbKoro 3acoby AeTanlbHOro onucy
BBeAeHHs (1 wnpuy, BUPOGHMLITBO CUCTEMMU YNPaB/IiHHA PU3NKaMU Y BUrNSAj
ofHopasosui, 1 KpionpeujnitaTa: nnaHy ynpasniHHSA pu3nkamu, LWo MiCTUTb
[BOCTOPOHHS rosika, 1 OkTadapma pY3VK NPOMOPLiHI 3aX0Au 3 MiHiMi3auil
ronka 3 ginbTpom, 1 MpopaykuioHcrecennwa pU3UKiB Ta 34iiCHEHHSA hapMakoHarnsay;
ronka Ans iHexujn, 2 ¢t doiunang m.6.X., 3MiHM A0 IHCTPYKUiT 4NS MeanyHoro
NPOCOYEHi CMMPTOM HimeyunHa 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
TammnoHu) po3ginis "Ocob6aMBOCTI 3aCTOCyBaHHSA"
(AofaHo iHhopmaLito CTOCOBHO YCKNaAHEeHb
npu BUKOPUCTaHHI kateTepis), "Cnoci6
3acTocyBaHHA Ta 4o3un" (qofaHo
iHchopmavito 3 6e3nekn CTOCOBHO
6e3nepepBHOT iHQY3ii). BBEAEHHS 3MiH
NpOTArom 6 MicsiLiB Micns 3aTBepIKEHHs
162. | OKTAHAT MOPOLLIOK A4/15 po3ynHy | “"OkTadapm ABcCTpist BVMPOGHWLTBO 3@ NOBHUM Lseuis/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/15468/01/02
Ans iH'ekuii no 100 a LMKIOM: ABcTpisi/ martepianis: 3MiHu |l TUMy - BUKOHAHHA
MO/mn; no 1 chnakoHry dapmaueBT Oktachapma AB, LUBeLis PpaHuis/ 3060B'A3aHb BIAMNOBIAHO A0 NigNyHKTY 1.13
3 NOPOLUKOM ANA nka BVMPOGHWLTBO 3@ NOBHUM HimeuunHa nyHkTy 1 goparky 15 o Mopagky
PO34MHY ANA iH'ekUii B | MpoaykTioHC LIMK/IOM: NpoBeAEHHS eKcnepTusn peecTpaLiiHnx
KapTOHHIA KopooLi rec m.6.X." OxkTadhapma marepianis Ha fikapcbki 3acobu, Lo
Nel; no 1 cpriakoHy 3 dapmavueBTmKa NnoJalTbCs Ha AepXaBHY peecTpaL,ito
PO34MHHMKOM (BOgA MpopykTioHcrec M.6.X., (nepepeecTpadito), a TakoXx ekcnepTnsn
ANs iH ekuiin) no 10 mn ABCTpist MaTepianis Npo BHECEHHA 3MiH J0
(1000 MO/chnakoH) BVMPOGHWLTBO 3@ NOBHUM peecTpauiiHnx matepianis NpoTarom aii
pa3oM 3 KOMMNEKTOM LK/TOM: peecTpaLjiiiHoro NocBig4YeHHs,

0151 PO3YMHEHHS |
BHYTPILLHbOBEHHOTO
BBefAeHHA (1 wnpuy,
ogHopasosuii, 1
[BOCTOPOHHA roska, 1
rosnika 3 ginbTpom, 1
ronka ans iH exujn, 2
NpPOCOYeHi cnMpToM
TaMrnoHu)

Oktadapma, PpaHLis
BTOPUHHE MaKyBaHHS:
OkTathapma fleccay
v6X , HimeuunHa
BMPOGHMLITBO
Kpionpeujnitara:
OxkTadhapma
MpoaykuioHcrecennwa
&1 fJoivnaHg M.6.X.,

3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460) oo HagaHHA Ans
NikapcbKoro 3acoby AeTanbHOro onucy
cMCTeMW YNpas/iHHA pUsnKkamu y BUrnsgi
nnaaHy ynpasniHHA pUsnkamu, Lo MiCTUTb
pY3MK NPONOPLiliHi 3axoau 3 MiHiMi3auil
pPV3UKiB Ta 34iICHEHHS hapmakoHarnsagy;
3MiHW A0 [HCTPYKUiT AN MeanyHoro
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
HimeuyunHa 3acTOoCyBaHHS NikapcbKoro 3acoby Ao
po3ginis "Oco6MBOCTi 3acTOCyBaHHS"
(mopaHo iHthopMmaLito CTOCOBHO yCKNagHeHb
npu BUKOPWUCTaHHI kaTteTepis), "Cnoci6
3acToCcyBaHHSA Ta 4o3un" (qogaHo
iHchopmaLito 3 6e3nekn CTOCOBHO
6e3nepepBHOI iHQY3iT). BBEAEHHSA 3MiH
npoTsArom 6 micsuiB nicns 3aTBepAKEHHS
163. | OME3 0® Kancynu Teepai no 10 O-p Pepai'c IHAjia ToppeHT IHAjia BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyernmom UA/6872/01/01
Kancyn y ctpuni; no 3 Nab6opatopi dapmacstoTikanc tg, mMartepianis: 3mMiHu | Tuny - 3MiHa y
CTpUnM B KOpobLi c it napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MeX, BUSHAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXIAHWIA/MPOMDKHMI NPOAYKT/pearexT, Wwo
BMKOPWCTOBYIOTLCA Y NpOLieCi BUPOOHNLTBA
Ad| (nogaBaHHA abo 3aMiHa (3a BUHATKOM
aKTMBHOI peYoBMHY GionoriyHoro abo
iMYHOJ10TI4YHOIO MOXOXEHHA) NapameTpa
cneundikavii 3 BigNoBiAHUM METOA0M
BMNPOGYyBaHHA 3a pe3ynbTaTtamu
[ocnigpkeHb 3 6e3nekn abo AKOCTi); CynyTHS
3MiHa: 3MiHa y MeToAax BunpobyBaHHsA AdPI
abo BMXigHOro matepiany/npomikHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci Bupo6HuMUTBa A®I (iHLWI 3MiHN Y
MeTofax BUNpPOOyBaHHA (BK/IOUAKUN 3aMiHy
abo gonoBHeHHs) A®I abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY)
164. | OPMAKC NOpPOLUOK ANs CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/11108/02/01
OpasIbHOT CyCcneHsil, YKpaiHCbKO- icnaHcbke NignpueEMCcTBO mMaTtepianis: 3MiHU | TUNy - NogaHHA
100 mr/5 mn no 11,34 icnaHcbke "Cnepko YkpaiHa" OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI
r mopowky (a4ns 20 M | NignpuemcTs €Bponelicbkili hapmakonei Big
(400 w™r) cycneHsii) y o "ClMNEPKO 3aTBEpXEHOro BUpobHUka Ad|
KOHTeliHepi; no 1 YKPAIHA" asuTpoMiLMHy; 3anponoHosaHo: R1-CEP
KOHTeliHepy 3 2007-072-Rev 01
[103YH0HOI0 JIOXKKOK Ta
[03y04UM LINPULIOM Y
KapPTOHHIM nauuj
165. | OPMAKC NnopoLUoK Ans CninbHe YkpaiHa CnifibHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/11108/02/02
opasibHOT cycneHsii, YKparHCbKO- icnaHcbke nignpuemMcTso marepianis: 3mMiHu | TMny - nogaHHA
200 wmr/5 mn no 11,74 icnaHcbke "Cnepko YkpaiHa" OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI
I nopowky (ans 20 Mn | NignpuemcTs €Bponelicbkii hapmakonei Bif
(800 wmr) cycneHsit) 0 "CIMNEPKO 3aTBEPAKEHOro BUPOGHMKa AdI
abo no 17.6 r nopoLuky YKPAIHA" asuTpoMiumMHy; 3anponoHoBaHo: R1-CEP

(ana 30 mn 1200 mr)
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
cycneHsii) y 2007-072-Rev 01
KOHTelHepi; no 1
KOHTeliHepy 3
[103YH0HOI0 JIOXKKOKO Ta
[03Y04NM LINPULOM Y
nayui
166. | OPHIAA3O0/1- | Tabnetku, BKpUTI AT YkpaiHa AT "KUIBCbKWN YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/6109/01/01
KB NNiBKOBOO "KNIBCbKN BITAMIHHWA 3ABOA" marepianis: 3mMiHu | TUNYy - 3MiHa BUPO6HUKA
o060n0Hkoto, no 500 n BVXiZAHOrO/NPOMIXHOro NPoAyKTy/peareHTy,
Mmr; no 10 TabneTok y BITAMIHHU LLLIO BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY
6nicTepi; no 1 " 3ABOA" npoueci Adl, abo 3miHa BUpobHMKa
6nicTepy B naui (BrTrovatoun, fie HeobXxigHo, Micue
NpoBeAEeHHS KOHTPOSI0 AKOCTI) APl - 3miHa
BMPOGHUYOI AinbHULi ans APl OpHigasony.
Cnoci6 BMpOGHMLTBA (BK/OYAOUY KOHTPOb
nig vyac BMpPoGHMLTBA), crneundikaLis Ta
MeToamn aHanisy Adl € igeHTUYHUMK
3aTBEPHKEHNM
167. | OCNAMOKC TabneTtku, Wo CaHpo3 CnoseHis CaHpo3 'm6X-TexOnc ABCTpis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/3975/04/03
AT ancnepryoTbes, no dapmacbHoTi mMaTepianis: 3MiHu | TUNy - 3MiHK A0
1000 mr o 6 Kans3 g.4. IHCTPYKLiT AN19 MeANYHOro 3aCTOCYBaHHSA
Tabnetok y 6nictepi; nikapcbKoro 3acoby y po3ginu:
no 2 6nictepu B "Oco6nmBoCTi 3acTocyBaHHsA", "Mo6IYHI
KapTOHHIA KopobLj; no peaxui” BignoBigHo A0 iHhopmMal,i Wwoao
10 TabneTok y Me/MYHOro 3acToCcyBaHHsA pethepeHTHOro
6nictepi; no 2 nikapcbkoro 3acoby (Amoxil 500 mg, He
6nicTepy B KApTOHHii 3apeecTpoBaHuii B YKpaiHi). BBeAeHHS 3MiH
KopoobUi NPOTAroM 6-T1 MIiCALLIB MiCNSA 3aTBEPKEHHS
168. | OCINAMOKC TabneTtku, Wwo CaHpo3 CnoBeHis CaHpos 'm6X-TexOnc ABCTpis BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyenmom UA/3975/04/01
aT aucnepryoTbes, no PapmacbHoTi mMaTtepianis: 3MiHu | TUNY - 3MiHW 0
500 mr no 12 Kans3 a.4. IHCTPYKLUi 415 MeAUYHOro 3aCTOCYBaHHS
Tabnetok y 6nictepi; nikapcbKoro 3acoby y po3ginu:
no 1 6nictepy B "Oco6nmBoCTi 3acTocyBaHHSA", "TMo6IYHI
KapTOHHI Kopo6Lj; no peakuii” BignoBigHo Ao iHchopmau,i Wwoao
10 TabneTok y MeAMYHOr0o 3acTOCYBaHHsS ped)epeHTHOro
6nictepi; no 2 nikapcbkoro 3acoby (Amoxil 500 mg, He
6nicTepy B KAPTOHHIiA 3apeecTpoBaHuii B YKpaiHi). BBegeHHs 3MiH
Kopobui; TabneTku, Lo MPOTAroM 6-TN MiCALIB MiC/1A 3aTBEPAKEHHS
AncneprylTbes
169. | OTUNAKC® Kpanni ByLUHi; no 16 r BIOKOJEKC ®paHuisa BIOKOAEKC PpaHLin BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 peyenma UA/5205/01/01

y donakoHi; no 1
dhnakoHy pasom 3
NNacTUKOBOIO
KpanenbHULE y
KapTOHHI/ KOpoo6Li

Marepianis: 3mMiHu | TMRY - 3MiHK A0
IHCTPYKLUIT AN1A MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby go po3sgainy "Cnocié

3aCTOCyBaHHA Ta A031" (404aHO MasTHOHOK
[0 onuncy 3acTocyBaHHsA NikapCbKoro
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
3aco6y). BBeeHHs1 3MiH NpoTAroM 6-Tn
MicsLiB Nicns 3aTBEPAKEHHS
170. | NAKNITAKCE | koHueHTpat ans MicTpan AHrniA AkTasic ITanis C.n.A. ITanis BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyernmom UA/13988/01/01
N-BICTA PO34UHY A5 iHGy3il, Kenitan mMaTtepianis: 3MiHu | TUNY - AAMIHICTPaTUBHI
6 mr/mn no 5 mn (30 MeHemXmeH 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
Mr) abo no 16,7 mn T NlimiTeq, Micus NPOBaKEHHS AifNIbHOCTI
(100 wmr), a6o no 25 BMpO6HUKa/iMnopTepa roToBoro Nikapcbkoro
M (150 mr), abo no 3aco6by, BKIYaKUM AiNbHULI BUNYCKy cepil
43,33 mn (260 wmr), abo micue NpoBefeHHsI KOHTPOJTH AKOCTI.
a60 no 50 mn (300 mr) (AisnbHICTb, 3a Ky BigNoBifae
y donakoHi; no 1 BMPOBHUK/IMNOPTEP, BK/IOYAKOUN BUMYCK
h/1aKoHY B KapTOHHii cepiid) - yTOYHEeHHS1 afpecy BUPOGHMKa
Kopobui AkTaBic ITanis C.n.A., ITanis 6e3 3miHu
Micus BUpo6HULTBA (BBEAEHHS 3MiH
NPOTArom 6-Tu MicsLIB NicNsA 3aTBEPAKEHHS)
171. | NAPALUETAM | nopotuok (cy6cTaHLis) TOB YkpaiHa Ipanynes IHgia Nimitesn IHAjisA BHECEHHS 3MiH 10 peecTpaLiiiHnx - UA/10089/01/01
on y nakeTax noAgiiHnx "KYCYM mMaTtepianis: 3MiHu | TUNy - AOMIHICTpaTHBHI
nosieTuNeHoBux ans DPAPM" 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu

BMPOGHULITBA
HecTepuIbHNX
nikapcbknx oopm

MiCLii NPOBaPKEHHA AiSNbHOCTI BUPOOHUKA
(BK/HOYAKOYM, 3@ HEOOXIQHOCTI, Micue
NpoBEeLEHHS KOHTPOJTH AKOCTI), abo

BNacHvka mactep-ghaiina Ha A®l, abo
noctavyanbHuka Ad®I/BnxigHoro

MaTepiany/peareHTy/NpoMiKHOro NPOAyKTY,

LLIO 3aCTOCOBYOTLCS Y BUPOGHULTBI API
(SKW,0 3a3HAYEHO Y JOCLE Ha NiKapCbkni
3acib) 3a BigcyTHOCTI cepTudpikata

BifNOBIAHOCTI EBponelickkilt hapmakonei y

3aTBEpPAKEHOMY [0CbEe, ab0 BUPOBOHMKA
HOBOI ONOMKHOT PeYOBUHN (SIKLLO
3a3HayveHo y fockbe). 3MiHa agpecu
BMpo6HKKa A®| napaueTtamony Granules
India Limited, India, 6e3 3MiHn MicuA
BMpo6HULTBA. 3aTBepakeHo: H. Ne 6-5 i 6-
11, Temnn Poyg, BoHTxananni, IxiHHapam
MaHnpan, Megak [icT., AHaxpa Mpagew,
IHais H. No 6-5 & 6-11, Temple Road,
Bonthapally. Jinnaram Mandal, Medak Dist.,
Andhra Pradesh, India. 3anponoHosaHo: H.
Ne 6-5 i 6-11, Temnn Poya, BoHTxananni
(V), Flymmagigana(M), Caxrapepai AicTpikT-
502 313, TenaHraHa CreiT, IHgia H.No. 6-5
& 6-11, Temple Road, Bonthapally (V),
Gummadidala(M), Sangareddy District-502
313, Telangana State, India
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Ne Hassa Popma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
172. | NEHTAKCUM | nopowok Haemophilus CaHodi PpaHuin CaHodpi Mactep, ITania/ BHECEHHS 3MiH [j0 peecTpaviinHmx 3a peyenmom UA/13010/01/01
® BAKUMHA influenzae Tuny b Ta MacTep PpaHuis YropumHa marepianis: 3MiHu | TUMy - 3MiHM 3 AKOCTI.
ana CycneHsis oNns iH'ekuiii CAHO®I C.IN.A., ITanis A®I. KoHTponb A®I. 3miHa y meToaax
MPO®INAKT (0,5mn),no 1 CaHochi-ABeHTiC BMNpo6yBaHHA APl abo BuxigHoro
KN h/1aKoHy 3 MOPOLLKOM Mpaisit Ko. NiTa,. mMarepiany/npoMiKHOro NpoayKTy/peareHTy,
DUNDTEPII, Ta 1 nonepegHbLo YropuwmHa LLI0 BUKOPUCTOBYETLCSH Y MPOLECI
MPABLSA, 3arMoBHEHOMY LUNPULY BUPOGHMLTBA AD| (HE3HAYHI 3MiHK Y
KALLTIOKY (0,5mn) 3 3aTBEPKEHNX MEeTOAAx BUNPOGYBaHHS)
(ALUENIONAP | nNpuKpinsIeHO rosko 3miHa Pobouoro 6aHky (WCB) kniTuH Hep-2
HWNA (abo 2 okpemuMmun (Cincinnati cells) ona npoBefeHHs TecCTiB 3
KOMMOHEHT | ronkamu), L0 MiCTUTb KOHTPO/I0 AKOCTi IHAKTMBOBAHOT BaKLMHN
)s cycnexsito ans ons npodpinaktvku noniomienity (IPV) ta
noniomieni iH'EKLiI, B KAPTOHHIl CUPOBUHY (Tensya cuposatka), Lo
TY Kopob6ui abo B BMKOPUCTOBYETLCA Y BUPOOGHMLTBI IPV .
IHAKTUBOBA | ctaHgapTHO- BHeceHHs pefakLiliHiX NpaBokK A0 po3Ainy
HA TA €KCMOPTHiIl ynakoBLi B 3.2.8.24
BAKLUVHA KapTOHHI KopoobLi
ana
APO®INAKT
NKn
IHOEKLLIA,
CMPUYMNHEH
nx
HAEMOPHIL
usTuny B
KOH’FOTOBA
HA,
ALCOPBOBA
HA
173. | NEHTACA CYno3uUTopIi peKTasibHi PeppiHr LLBeiuapis BMPOGHMLTBO: deppiHr LBeiuapis/ BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyernmom UA/4990/01/01
no 1000 mr Ne 28 IHTepHeLLHN IHTepHewHn CeHTep HimeuunHa mMaTepianis: 3MiHuM | TUNY - NogaHHA
(7x4) y 6nictepax CeHTtep CA CA, LWWBeliyapis; oHoBneHoro CepTudikaTy BiANOBIAHOCTI
BiANOBigabHUIA 3a €Bponelicbkiin hapmakonei R1-CEP 2004-
BUNYCK cepii: eppiHr 056-Rev 04 Big, BXe 3aTBEpAXEHOr0
M6X, HimeuunHa Bupo6Huka SYNTESE A/S, [laHis gna A®l
MecasiasuHy
174. | NEHTOKCU® | Tabnetku no 200 mr MpAT YKpaiHa MpAT "dapmaLeBTnyHa YKpaiHa BHECEHHS 3MiH 0 peecTpavjiinHmx 3a peyenmom UA/4041/01/01
I1IH- no 10 TabneTtok y "®bapmaueBT ipma "JapHuus” marepianis: 3MiHK | TURy - 3MiHa y MeToAax
OAPHULUA KOHTYPHili YapyHKOBIi n4yHa chipma BMNpo6yBaHHsA A®I abo BuxigHOro
ynakosLi, no 2 "OapHuus” marepiany/npoMiKHOro NpoayKTy/peareHTy,

KOHTYPHI YapyHKOBI
yNaKoBKM B Naykax

LLIO BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax
BMNpoO6YBaHHSA (BK/ItOYaoun 3amiHy abo
[OMOBHEHHS) AdD| abo
BUXiAHOro/NPOMIXXHOro NPOAYKTY); CYNyTHA
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

3MiHa: 3MiHa y napameTpax crneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneundoikauisix Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCS Y NMpoLeci BUPOOHNLTBA
A®|. BBeAeHHS 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBEPKEHHS; 3MiHM | Tuny -
npuBefeHHs cneundikauii Ta MeToais
KOHTPO/I0 TOTOBOrO JliKapCbKoro 3acoby 3a
nokasHukom «Po3nagaHHsa» Ta «MbU» fo
BMMOT Ta pekomeHgauin APY; 3miHn | Tuny -
npvBeAeHHs MeTOAIB KOHTPOJIKO FOTOBOTO
NiKapCbKoro 3acoby 3a NokasH1KoMm
«lgeHTucpikauis» Ta «MBU» go Bumor Ta
pekomeHgauin AdY; 3mium Il Tvny —
BBEJEHHs HOBOro BMpPoOHUka A®| Saneca
Pharmaceuticals a.s., Slovak Republic. Ak
Hacnifok, 3MiH1 Ao po3giny «TepMiH
npuaaTHoOCTi». BBeAEHHSA 3MiH NPOTAroM 6-
TN MIiCALIB NiCNA 3aTBEPMKEHHS.

175.

NK-MEPL,

pO34uH N8 iHQy3il,
0,4 mr/mn no 500 mny
donakoHi, no 2
h/1aKOHW B KapTOHHIiA
Kopobui

Mepu
dapmacbloTi
Kanc Mv6X,

HimeyunHa

BUPOOGHVK roTOBOrO
nikapcbKoro 3acoby: b.
BpayH Megukan, CA,
IcnaHis, BUpOGHNK,
BiAnoBiganbHUii 3a
BUMYCK cepii: Mepy,
dapma 'v6X i Ko. KlMaA,
HimeuunHa

IcnaHis/
Himeyunna

BHECEHHS 3MiH 0 peecTpavyinHmx
marepianis: 3mMiHu | TMNy - 3MiHa y MeToAax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
- MeTog, BUNpoGyBaHHA /15 BU3HAYEHHS
OOMilwkm 1-rigpoken agamaHTaH (MpoaykT
posnagy) Ta HeigeHTUiKkoBaHNX LOMILLIOK -
npvBeaeHo Y BiANoBigHICTb A0 AiloYoi BepCil
EP; 3miHu | TUNY - 3MiHa napameTpy
cneuudikaLyii roToBOro Nikapcbkoro 3acoby
Ha MOMEHT BUNycky «Tpebyemblii 06BbeM
HanosHeHns» Ha «/13BekaeMblii 06BEM -
npuBeLeHHs Y BiANOBIAHICTb A0 Airoyoi
Bepcii 3aranbHOI MoOHOrpadii €Bponeiichbkili
thapmakonei 2.9.17. 3miHa HOMiHa/IbHOrO
06'eMy He BifOyBaETLCS, NMLLE 3MiHA HA3BU
napamMeTpy; 3MiHK | TUny - 3MiHa y MmeTogax
BMNpo6yBaHHs APl abo BuxigHoro
mMarepiany/npoMiKHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLeCi
BMpO6HULTBa APl - BHECEHHS 3MiH B
MEeTOANKY BUPOGHMKa «BU3HauyeHHs
LOMILLOK» A/151 BU3HAYEHHS AOMILLOK OAHIED
npoueaypoto 3a gonomoroto MX. firovi
MeToAN A5 BUSHAYEHHS [OMILLOK

3a peyenmom

UA/9031/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
NpoBOAATLCA SK OKpeMi npoLieaypu
BMNPOGYBaHHSA
176. | NPAMINEKC Tabnetku no 0,25 Mr ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyernmom UA/15526/01/01
onic no 10 TabneTtok y 3 [0aTKOBOK mMaTtepianis: 3MiHu | TUNy - 3MiHa po3mipy
6nicTepi; no 3 [04aTKOBOO BiANOBIAALHICTIO cepii (BKIKOYaOuMn dianasoH po3mipy cepir)
6nicTepy B navui 3 Bignosigasb "IHTEPXIM" roTOBOrO JlikapCbKoro 3acoby (36iNbLUeHHs
KapToH HICTIO 00 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
"IHTEPXIM" pO3Mipom); 3anponoHoBaHo: Po3mip
CTaHJapTHWX cepiil CTaHOBUTb 5 kr, 18 Kr.
Po3mip anbTepHaTMBHOI cepii CTaHOBATH:
36 Kr.
177. | NPAMINEKC Tabnetku no 1 mr no ToBapucTso YKpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyenmom UA/15526/01/02
onic 10 TabneTok y 3 [0[aTKOBOKO marepianis: 3miHu | TUny - 3miHa po3mipy
6nictepi; no 3 [04aTKOBOK BiANOBIAA/TbHICTIO cepii (BKIKOYAKOUM fdjanasoH po3mipy cepir)
6nicTepy B navui 3 Bignosigasnb "IHTEPXIM" rOTOBOrO JlikapCbKOro 3acoby (36iNbLUeHHsI
KapToH HiCTIO A0 10 pasiB NOPIBHAHO i3 3aTBEPKEHNM
"IHTEPXIM" PO3MipoM); 3aNpPonoHOBaHo: Po3mip
CTaHAAPTHUX cepiii CTaHOBUTL 5 Kr, 18 Kr.
Po3mip anbTepHaTUBHOI cepil CTaHOBNATL:!
36 kr.
178. | NPECTUNON | TabneTtku, BKpUTI e PpaHuis BMPOBHULTBO, aHani3, PpaHuis/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/15827/01/02
® 10 Mr/10 NAiBKOBOO Nabopatyap nepBuHHE Ta BTOPUHHE Ipnangis marepianis: 3MiHu | TURY - 3MiHK A0
Mmr o6onoHkoto, no 10 Ceps'e nakyBaHHs1, BUMYCK IHCTPYKUIiT ANA MEeAMYHOro 3acTOCYyBaHHSA A0
mr/10 mr, no 30 abo cepii: po3ginis "B3aemMogis 3 iHLWMMU NiKapCbKMu
100 TabneTok y Na6opaTopii Ceps'e 3acob6amu Ta iHLWi B1AaW B3aeMogii",
KOHTEliHepi 4ns IHpacTpi, PpaHuis; "Oco611BOCTI 3acTOCyBaHHS" (BHECEHO
TabneTok; no 1 nepBUHHe Ta BTOPUHHE iHdhopmaLito Npo ogHoYacHe 3acToCyBaHHS
KOHTelHepy ans nakyBaHHs, BUMYCK NHri6iTopiB AMN® 3 KO-TPUMOKCA30/10M);
Tabnetok y kopobui 3 cepii: 3MiHM |l TRy - 3MiHW g0 IHCTpyKLUii ans
KapTOHY NakyBa/lbHOro Ceps'e (IpnaHgis) Me[UYHOro 3acTocyBaHHA [0 po3zinis
IHpacTpic N1ta, Ipnangis "MpoTunokasaHHA","B3aeMogis 3 iHWMmn
nikapcbkrMmM 3acobamm Ta iHWi B1uam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"Mo6iyHI peakwii"
179. | NPECTUNON | TabneTtku, BKpUTI Ne ®paHuisa BMPOGHULITBO, aHanis, ®paHuia/ BHECEHHS 3MiH 40 peecTpalinHmx 3a peyenmom UA/15828/01/01
® 10 MI/5 Ml | nniBKOBOO Na6opatyap nepsuHHe Ta BTOPUHHE Ipnangis MaTepianis: 3MiHuM | TUNY - 3MiHW 40
o060n0Hkoto, no 10 Ceps'e, nakyBaHHs, BUMYCK IHCTPYKUiT 4NA MEeAMYHOro 3aCTOCYyBaHHS A0

mr/5 mr, no 30 abo
100 TabneTok y
KOHTeliHepi Ans
Tabnetok; no 1
KOHTEeliHepy ans
TabneTok y kopobui 3
KapTOHY NakyBaslbHOTO

cepii:
Nab6opatopii Ceps'e
IHpacTpi, PpaHuis;
nepBUHHE Ta BTOPUHHE
nakyBaHHS, BUNYCK
cepii:
Cepg'e (IpnaHgis)
IHpacTpic /ita, IpnaHgis

po3ginis "B3aemogis 3 iHLWIMMK NiKapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aemMogiii",
"Oco6/1MBOCTI 3acToCcyBaHHA" (BHECEHO
iHchopmaLito Npo ogHOYacHe 3acTOCyBaHHS
NHribiTopiB AM® 3 KO-TPMMOKCA30/10M);
3MiHM Il TRy - 3mMiHK 8o IHCTpyKuii ans
MeJMYHOro 3aCTOCYBaHHs [0 pO34iNis
"lMpoTunokasaHHs","B3aemogais 3 iHWMmn
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
nikapcbkrMu 3acobamu Ta iHLWi BUAK
B3aemMogiin", "OcobMBOCTi 3aCTOCYBaHHS",
"MMo6iyHi peakuji”
180. | NPECTUNON | TabneTtku, BKPUTI e PpaHuis BMPOBHULTBO, aHanis, PpaHuis/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/15827/01/01
®5MIr/5Mr NNiBKOBOO Nabopatyap nepBrHHE Ta BTOPUHHE Ipnangis marepianis: 3mMiHu | TMRY - 3MiHK A0
060n10HKot0, No 5 Mr /5 Ceps'e nakyBaHHs1, BUMYCK IHCTPYKUiT ANS MeaNYHOro 3acTOCyBaHHS [0
mr, no 10, 30 a6o 100 cepii: po3zinis "B3aemogis 3 iHLWIMMU NikapCbKuMu
Tabnetoky Na6opaTtopii Ceps'e 3acobamu Ta iHWi BUAY B3aemogiii",
KOHTEliHepi 4ns IHOacTpi, ®paHLis; "Oco61MBOCTI 3acTOCyBaHHS" (BHECEHO
TabneTok; no 1 nepBUHHE Ta BTOPUHHE iHdhopMaLito Npo oAHOYaCHe 3acTOCyBaHHS
KOHTeliHepy Ans nakyBaHHs, BUMYCK NHri6iTopiB AMN® 3 KO-TPUMOKCA30/10M);
Tabnetok y kKopobui 3 cepit: 3MiHu Il TUny - 3MiHW o IHCTPYKUiT ANns
KapTOHY NakyBaslbHOro Ceps'e (IpnaHgis) MeAUYHOro 3acToCyBaHHs [0 po3zinis
IHgacTpic N1Ta, Ipnangis "MpoTunokasaHHA","B3aemogis 3 iHWMmn
nikapcbkrMmM 3acobamm Ta iHLWi B1uam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"Mo6iyHI peakwii"
181. | NPECTUNON | TabneTtku, BKpUTI e PpaHuis BMPOGHULITBO, aHanis, PpaHuis/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/15829/01/01
® 5 MI/10 Ml | nniBKOBO Na6opatyap nepsuHHe Ta BTOPUHHE Ipnangis marepianis: 3MiHu | TUMY - 3MiHK A0
060/10HKOID, M0 5 Ceps'e nakyBaHHs, BUMYCK IHCTPYKUiT 4151 MEANYHOTO 3aCTOCYBaHHS 40
mr/10 mr, no 30 abo cepii: po3ginis "B3aemogis 3 iHLWMMU NikapCbKMu
100 Tabnetok y Na6opaTopii Ceps'e 3acob6amu Ta iHLWi B1AW B3aeMogii",
KOHTelHepi ans IHAacTpi, ®paHuis; "Oco6/1MBOCTI 3acToCyBaHHSA" (BHECEHO
TabneTok; no 1 nepBUHHe Ta BTOPUHHE iHchopmalLito Npo oAgHOYaCcHe 3acTOCyBaHHS
KOHTelHepy ans nakyBaHHs, BUMYCK WHri6iTOpiB AM® 3 KO-TPUMOKCA30/10M);
TabneTok y kopobui 3 cepit: 3MiHu |l TUny - 3MiHK Ao IHCTPYKUii ans
KapTOHY NakyBa/lbHOro Ceps'e (IpnaHgis) MeAMYHOro 3acTocyBaHHs [0 po3zinis
IHpacTpic N1ta, Ipnangis "MpoTunokasaHHA","B3aemogais 3 iHWMKn
nikapcbknMK 3acobamu Ta iHLWi BUAN
B3aemogii", "Ocob/MBOCTi 3aCTOCyBaHHA",
"Mo6iyHI peakwii"
182. | NPOMO®ON- | emynbcia Ans iHys3ii, B. BpayH HimeuunHa Brpo6HMUTBO, HimeuyunHa BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyenmom UA/8172/01/01
ninyprPo 1% 10 mr/mn, no 20 mn B Menb3yHreH nepBuHHa Ta BTOPUHHA MaTepianis: 3MiHU | TUNY - BHECEHHS 3MiH 40
amnyni; no 5 amnyn'y Al ynakoBka, Bunyck cepii 3.2.P.7. Cucrema
KapTOHHI Kopo6Lj; no hN1aKoHiB: KOHTeliHep/3aKyrnopoBasibHWii 3aci6:
50 mn a6o no 100 mn B. BpayH Me/ib3yHreH [ofaBaHHsA anbTepHaTMBHOI 6pOMOYTUIOBOT
y thnakoHi; no 10 Al, HimeuunHa Kay4yKoBOi npobku (the bromobutyl rubber
h/1aKOHIB y KapPTOHHIl KoHTpornb cepii stoppers), ika Bifpi3HAETbCA Bif,
KopooLi hNaKoHIB: 3aTBepXeHol hopmoto, Lo Bignosigae
B. BpayH Menb3yHreH dopmarty I1SO;
A, HimeuunHa 3anponoHoBaHo: Rubber Stopper DIN
MoBHWIA LUKN Rubber Stopper ISO
BMPOOHULTBA amny/i:
B. BpayH Me/ib3yHreH
Al, HimeuunHa
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
183. | NPOCTUH €2 | renb BariHa/bHUiA, 1 Mcpaiizep CWA Mdpaiizep Benbris BHECEHHS 3MiH [j0 peecTpaviinHmx 3a peyenmom UA/10048/01/01
mr/3r;no3rB IHK. MeHtohekuypuHr marepianis: 3miHu | TUny - AOMiHICTpaTUBHI
nonepegHbL0 Benbrisa HB 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
HanoBHEHOMY LUNPUL; MicUs NPOBaMKEHHS AiSSIbHOCTI
no 1 wnpuuy B BMpPO6HMKa/iMnopTepa roToBOro ikapcbkoro
KapTOHHI/ Kopoo6Li 3ac00y, BKIOYAKUN [i/TbHUL BUNYCKY cepil
a60 Micue npoBefieHHA KOHTPO/HO SAKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOBGHUK/IMNOpPTEP, BK/THOYAKOUM BUMYCK
cepiii) YTOUHeHHs agpecu BUpo6Huka 13
Mdpaiizep MeHodekuypuHr Benbris HB,
Benbris, 6e3 3MiHN MicLA BUPOGHMLTBA:
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
184. | NPOCTUH €2 | renb BariHa/bHKIA, 1 MNOAN3EP CWA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyernmom UA/10048/01/01
mr/3r;no3rs. IHK. MeHtiohekyypuHr martepianis: 3MmiHu Il TMNy - 3MiHK A0
nonepeaHbL0 Benbris HB IHCTPYKLU|i 415 MeAUYHOr0 3aCTOCYBaHHS
HanoBHEHOMY LUMNPUL; nikapcbKoro 3acoby fo po3ainis
no 1 wnpuuy B "MpoTunokasaHHA", "B3aemopis 3 iHWMMKN
KapTOHHI KOpooLyi nikapcbknMK 3acobamu Ta iHLWi BUAN
B3aemogii", "Ocob/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiog, BariTHOCTi abo
rogysaHHs rpyaar”, "Aitn" ,"Mo6iuHi
peakuii”
185. | PEMAHTAOWN | Tta6netku no 0,05 r no MAT YkpaiHa MAT "Ximdpapm3sasog, YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/5426/01/01
H-KP 10 TabneTok y "Ximchapmsa "YepBoHa 3ipka" MaTepianis: 3MiHu Il TNy - 3amiHa abo
6nicTepi; no 2 BO/, BBEJEHHS [,04AaTKOBOI Ai/IbHUL
6nictepy B nauui 3 "UepBoHa BMPOGHULITBA AN1S YacTUHU abo BCbOro
KapTOHY 3ipka" BMPOBGHNYOro NpoLLecy roToBOro NikapcbKoro
3acoby - BBeiEHHS 0 MaTepiasis
peecTpaLiiHoro Aockbe A04aTKOBO A0
iCHyto4OTI ginbHULi (Nel) BUpo6HMUTBA HOBOT
ninbHuui (Ne4) BUpo6HMLTBA rOTOBOTO
NiKapcbKoro 3acoby, Ha iCHytoHoMy
BMPOBHMYOMY MainAaHumKy, Ha siKii
npoBoAATb ByAb-sKi BUPOGHMUI cTagii, 3a
BUHATKOM BUMYCKY Cepii. 3MiHW Y
BMPOGHULITBI CYyNPOBOAKYHOTHCS 3MiHOKO
TNy obnagHaHHsA, 6e3 3MiHu TexHonorii
BMPOGHULITBA Ta afpecn BUPOBHNYOro
MangaH4nKy
186. | PUTMOKOP® | po3uuH Ans iH'ekwiin no TOB YkpaiHa BTOPVHHE NakKyBaHHS, YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyenmom UA/3122/02/01
5 mn a6o 10 mn B "dbapmaLeBT KOHTPO/b, BUMYCK cepii: marepianis: BUNPaBAEHHSA TEXHIYHOI
amnyni; no 10 amnyn 3 nyHa MpAT "®apmaveBTuyHa NOMWUJIKM Y METOZax KOHTPOSIHO SKOCTi
HOXEeM O/151 PO3KpUTTS KOMnaHis hipma "®apKoC",

nikapcbKoro 3acoby y po3gini "MapkyBaHHs"
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
amnyn abo "®apKoC" YkpaiHa,;
ckapudpikatopom BTOPVHHE NakKyBaHHS,
amnysibHAM y nauui 3 KOHTPO/b, BUMYCK Cepil:
KapToHy; No 5 Mn B TOB "dapmaueBTnyHa
amnyni; no 5 amnyn'y KomnaHis ®apKoC",
6nicTepi; no 2 YkpaiHa;
6nictepn y nauui 3 BUPOGHMK in bulk,
KapToHy nepByHHE, BTOPUHHE
nakyBaHHS:
TOB "®3 "BIO®APMA",
YkpaiHa,;
BMPOGHMK in bulk:
MpAT "BIO®APMA",
YkpaiHa,;
BMPOGHMK in bulk,
nepBUHHE, BTOPUHHE
nakyBaHHs:
MpuBaTtHe akLjioHepHe
TOBapuUCTBO "J1eKkXim-
Xapkis", YkpaiHa
187. | PO3A/IH Kpansi O4Hi, pO34nH, AT "Apamep, Monblwa BVMPOGHMLTBO 3@ MOBHNUM Ipeuis/ BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyernmom UA/14388/01/01
20 mr/MAno5mny dapma" LMKIOM: MonbLia mMartepianis: 3miHa 3asBHUKa (BNacHuKa
h1akoHi 3 Padhapm AT, peuis; peecTpauiiHoro noceigyeHHs) (3rigHo
KpanesbHuueto; no 1 BMPOGHUK Haka3y MO3 Big 23.07.2015 Ne 460):
h/1aKOHY Y KapTOHHilA BiAnoBiganbHUii 3a BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
Kopobui BWMYCK Cepii, He 3aTBepMKeHHs. 3MiHK | Tuny - 3MiHn Wwoao
BK/1H0YAIOUN KOHTPO/b: 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
TOB «Apamefn», (iHWi 3miHW) 3amiHa rpadiyHoro
MonbLua 0POPMNIEHHS MEPBUHHOI T BTOPUHHOI
YNakoBOK Ha TEKCT MapKyBaHHS ynakoBOK 3
BigNoBigHMMM 3MiHaMK [0 po3ginis MKA N3
(po3gin «pachiuHe 0hopMIEHHS yNakoBKMN»
3aMiHeHO po3aisioMm «MapKyBaHHS»); 3MiHU
BHECEHI A0 IHCTPYKL,i LLLOAO BUNYYEHHS
iHhopmauii npo 3asBHWKa. BBegeHHs 3MiH
NPOTAroM 6-TW MicAUIB NicNsA 3aTBEPAYKEHHS.
188. | PO3A/IH Kpanni O4Hi, PO34nH, AT "Apamefn MonbLua BVMPOGHMLTBO 3@ NOBHUM Ipeuis/ BHECEHHS 3MiH 1O peecTpaLiiHnx 3a peyenmom UA/14388/01/01
20 mr/Mnno5mny dapma" LMK/TOM: MonbLia MaTepianis: 3MiHu | TUNY - 3MiHW LWOA0
donakoHi 3 Padbapm AT, peuis; 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KpanesnbHuueto; no 1 BUPOGHUK BeefieHHs ab0 3MiHU [0 y3arasibHeHNX

oNakoHy Y KapTOHHIN
KopooLi

BiANOBIAa/IbHWI 32
BUNYCK cepil, He
BK/TO4AKOUM KOHTPOSIb:
TOB «Apamen»,

MonbLia

[aHuX Npo cuctemy hapmakoHarsgy
(BBEAEHHS Y3araslbHEHMX AaHWX NP0
cuctemy hapmakoHarnsgy, amiHa
YMOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3fjiCHeHHs1 hapmakoHarnsay; KOHTakTHOI
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

0co6u 3 chapmakoHarnagy 3asBHuka 45
3pificHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
0oco6u, BiANOBIfabHOI 3a 3A4iICHEHHS
thapmakoHarnagy (BKovaum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6u
3as1BHIKA, BignoBiga/ibHOI 3a 3A4iACHEHHST
thapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0cobw, BiANOBIfa/IbHOI 3a
3pjiicHeHHs hapMakoHarnsay B YkpaiHi.
3amiHa Micus 34iiCHEHHS1 OCHOBHOT
AISNbHOCTI 3 dhapmakoHarnagy. 3amiHa
MicL,e3HaxoMKeHHs1 macTep-daiina cuctemu
thapmakoHarnsgy.

189.

PO3APT

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, M0 5 Mr,
no 10 TabneTok y
6nicTepi; no 3 abo 9
6nictepiB y Kopobui

TOB "TeBa
Ykpaiva"

YkpaiHa

AkTaBic NT[,

ManbTa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMaTepianis: 3MiHu | TNy - 3MiHa NnapameTpis
cneumdikauin Ta/abo gonycTumMmnx Mex
roTOBOrO /1iKapCbKOro 3acoby - NpuBeAeHHs
CneuudikaLii roToBOro nikapcbkoro 3acoby
y BiANOBIZAHICTb 1O OPUTriH&/IbHOT
OOKyMeHTaUiT BUpoGHMKa. BHacnigok
KOperyBaHHs BUMOT 3a NokasHukom "Onuc" y
cneumaikaLii roToBOro sikapcbkoro 3acoby,
BiANOBIAHE KOpEeryBaHHs 3a3HayeHo B
mMeToAax BUNPO6GOBYBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS

3a peyernmom

UA/11647/01/01

190.

PO3APT

TabneTku, BKpUTI
NAiBKOBOO
060510HKot0, No 10 wmr,
no 10 Tabnetok y
6nicTepi; no 3 abo 9
6nicTepiB y kKopobui

TOB "TeBa
YkpaiHa"

YKpaiHa

AkTasic T/,

MasbTa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | Tvny - 3miHa napameTpis
crneunqikauii Ta/abo 4oNycTUMUX Mex
roTOBOrO J1iKapCbKOro 3acoby - NpuBeAeHHs
CneuumdpikaLii roToBoro nikapcbkoro 3acoby
Y BiANOBIAHICTb [0 OpPUTiHA/TbHOT
[OKyMeHTaLi BUpo6Huka. BHacnigok
KoperysBaHHsl BUMOT 3a NnokasHukom "Onuc" y
cneumaikawii roToBOro JlikapcbKoro 3acofy,
BiANOBIAHE KOpPEryBaHHs 3a3Ha4yeHo B
MeToAax BUNPO6GOBYBaHHS.
BBegeHHS 3MiH NPOTArom 6-Tu MicALiB nic/s
3aTBEPKEHHS

3a peyenmom

UA/11647/01/02

191.

PO3APT

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH, No 20 mr,

TOB "TeBa
YkpaiHa"

YkpaiHa

AkTaBic NT[,

MasnbTa

BHECEHHS 3MiH 10 peecTpaLifiHnx
Marepianis: 3miHu | Tvny - 3MiHa NapameTpiB
cneumdikaLin Ta/abo foNycTMMKUX MeX

3a peyenmom

UA/11647/01/03
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

no 10 TabneTtok y
6nictepi; no 3 abo 9
6nicTepiB y KOpoobLi

roTOBOrO /1iKapCbKOro 3acoby - NnpuBeAeHHs
Cneupmdpikauii rotoBOro nikapcbkoro 3acoby
Yy BifMOBIgHICTb [0 OpUTiHaNIbHOT
[OOKyMeHTauUil BUpo6HuKa. BHacnifgok
KoperyBaHHsl BUMOT 3a NnokasHukom "Onuc" y
cneumdikaLlii roToBOro ikapcbkoro 3acoby,
BiNOBigHE KOperyBaHHA 3a3HayeHo B
mMeToAax BUNPO6GOBYBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

192.

PO3APT

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, M0 40 Mr,
no 10 TabneTok y
6nicTepi; no 3 abo 9
6nictepiB y Kopobui

TOB "TeBa
Ykpaiva"

YkpaiHa

AkTaBic NT[,

ManbTa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMaTepianis: 3MiHu | TNy - 3MiHa NnapameTpis
cneumdikauin Ta/abo gonycTumMmnx Mex
roTOBOrO /1iKapCbKOro 3acoby - npuBeAeHHs
CneuudikaLii roToBOro Nikapcbkoro 3acoby
y BiANOBIZHICTb 1O OPUTriH&/IbHOT
OOKyMeHTaUiT BUpoGHMKa. BHacnigok
KOperyBaHHs BUMOT 3a NnokasHukom "Onuc" y
cneumaikaLii roToBOro sikapcbkoro 3acoby,
BiANOBIAHE KOpPEeryBaHHs 3a3HayeHo B
mMeToAax BUNPO6GOBYBaHHS.
BBeaeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS

3a peyernmom

UA/11647/01/04

193.

PO3YBACTA
TWH
KAMbLIO

NMOPOLLIOK (Cy6CTaHList)
y nakeTax noABiiHNX
nonieTMIeHoBUxX ans
chapmaLeBT14YHOro
3acToCyBaHHS

MpAT
"dPapmaLeBT
nyHa gpipma

"fapHuus”

YKpaiHa

TNIEHMAPK JTAN®
CAVEHCK3 NITA,

IHais

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | TNy - AAMiHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLii NPOBa/PKEHHS AiSNIbHOCTI BUPOGHUKA

(BKItOYaKouK, 3a HeObXIAHOCTI, Micue
NpoBeAeHHS KOHTPOJIK0 SKOCTI), abo
BflacHVKa macTep-ghaiina Ha A®l, abo
noctavyanbHvka API/BuxigHoro
MaTepiany/peareHTy/MpoMiXKHOTO MPOAYKTY,
LLI0 3aCTOCOBYHOTbLCS Y BUPOOHMLTBI ADI
(AKLO 3a3HAYEHO Y A0CbE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTuddikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPKEHOMY [O0CbE, 260 BUPOGHMKA
HOBOI AOMOMiXKHOT PeYOBMHN (SIKLLLO
3a3HayeHo y A0CbE) 3MiHa Ha3BM Ta agpecu
BMPOGHMKa AP| po3yBacTaTuHy KasibLiito,
6€3 3MiHN Micusl BUpobHMUTBa BBeAeHHs
3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPLKEHHS.

UA/17117/01/01

194.

CENTAHA3A
ne

cnpeii HasasTbHUiA,
po34uH, 1 Mr/50 mr/mn

KPKA, p.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo mecto

CnoBeHis

BHECEHHS 3MiH 0 peecTpavyinHmx
mMaTtepianis: 3MiHu | Tuny - 3MiHa y TepMiHax

6e3 peyenma

UA/14128/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

no 10 mn y donakoHi 3
[103y104MM
ny/bBEPU3ATOPOM; NO
1 chnakoHy y
KapTOHHI KopoobLi

npuaaTtHocTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36inbLUeHHs
TepMiHy NpUAaTHOCTI FOTOBOTO J1iKapCbKOro
3aco006y) - 36i/bLUeHHS TePMiHY NPUAATHOCTI
rOTOBOrO JIiKApCbKOro 3acoby nicis nepLuoro
BiAKPMTTA hnakoHy 3 3 fo 6 MicAuiB.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMAXKEHHS; 3MiHW | TUMNY - BUNTYYEHHS
BMPOGHWYOT AinbHUL (BK/THOYAKOUUN AibHUL
onsa A®l, npoMixXHOro NpoaykTy abo
roTOBOrO liKapcbKoro 3acoby, AinbHULi Ans
NpoBefAeHHs nakyBaHHS, BUPOOHUKA,
BiANOBI4A/ILHOIO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPO/ILO cepii) abo
noctayasibHuka BUXiAHOro matepiasny,
peareHTy abo [0MOMiXHOI PEYOBUHM -
BW/TyYEHHSI BUPO6HUKa API
KcunomeTtasoniHy rigpoxnopuvg; 3Miiu | Tuny
- 3MiHa y MeTofax BUNpPoOyBaHHS roTOBOro
NiKapcbKoro 3acoby - 3MiHa MeTofiB
KOHTPO/I0 FTOTOBOrO /1iKapCbKoro 3acoby 3a
NoKa3HNKOM «CynyTHi AOMILLKN
KcnnomeTasoniHa rigpoxnopuga i
JeKkcameTa3oHy», a came: 3a3HauYeHHs
[eTanbHOro onvcy MeToauku Ans
BM3HAYEHHS AOMILLIOK KCUIOMETa30iHy»

195.

CENTAHA3A
ne ans
JITEN

cnpeii HasasIbHUiA,
po3uuH 0,5 mr/50
mr/mn no 10 mny
hnakoHi 3 403yHUnM
nynbBEpPU3aToOpPOM; No
1 donakoHy y
KapTOHHIA KopooLi

KPKA, p.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo mecto

CnoseHis

BHECEHHS 3MiH 0 peecTpavyinHmx
mMaTtepianis: 3MiHu | TUNY - 3MiHa y TEPMIHaxX
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JlikapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NpuAaTHOCTI rOTOBOrO NikapcbKoro
3ac006y) - 36ibLEeHHA TepMiHY NPUAATHOCTI
roToBOro Nikapcbkoro 3acoby Micns NepLuoro
BigKpUTTA hiakoHy 3 3 40 6 MicALiB.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHa Yy
MeToAax BUNpoGyBaHHSA rOTOBOrO
nikapcbKoro 3acoby, 3MiHa MeTOZiB
KOHTPO/I0 FTOTOBOrO JliKapCbKoro 3acoby 3a
NoKasHNKOM «CynyTHi AOMILLKN
KcnnomeTasoniHa rigpoxnopuga i
[ekcameTas3oHy», a caMe: 3a3HauyeHHs
[leTaslbHOro onvcy MeToauku Ans
BM3HAYEHHS AOMILLOK KCUOMETa30niHy»;
3MiHK | TUNY - BUYyYeHHS BUPOGHNYOI

6e3 peyenma

UA/14129/01/01
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Ymosu

Homep

n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

BionycKy

peecmpayjiliHo2o
nocsi04YeHHs1

OinbHUUI (BKNOYatoun AinbHuLi ana Adl,
MPOMIXXHOro NPOAYyKTy abo roToBOro
nikapcbKoro 3acoby, AinbHuLi ans
NpoBefeHHs NakyBaHHs, BUPOOHUKA,
Bi4NOBiAa/IbHOIO 3a BMMYCK Cepiid, Micue
NpoBefieHHS KOHTPO/I0 cepii) abo
noctayasnbHuKa BUXiAHOTO maTepiany,
peareHTy ab0 fONOMIKHOI pEHOBUHM
BW/TyYEHHSI BUPO6HUKa AdI
KcunomeTasonidy rigpoxnopua

3a peyenmom

UA/14649/01/01

196.

CEPTO®EH

PO34NH A5 iH'EKLIN,
50 Mr/2 mn, no 2 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLi, no 1 a6o 2
KOHTYPHI YapyHKOBI
yMakoBKN B KAPTOHHIl
Kopoobui

YOPN]
MEOVLVH
INIAY CAH.
BE TIZXK.

AL

TypeyunHa

dapmaBixH CaH. Be
Tigx. A.LL.

TypeyunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3miHu | TUny - 3MiHW WoA0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.

BBeaeHHs abo 3MiHU [0 y3arasibHeHNX

[aHuX npo cuctemy dapmakoHarnsagy

(BBEAEHHSA Y3araslbHEHUX AaHKX Npo

cuctemy chapmakoHarnisgy, 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoUm KOHTaKTHI
AaHi) Ta/abo 3MiHV Yy po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0c06Y BiANOBIAA/ILHOI 32
hapmakoHarnag;

[itova pepakuin: XwoceiH Torisni / Mr.
Huseyin Tonyali; NMponoHoBaHa pejakuis:
Mescim Inbkbaxap AiHyens / Mrs. Mevsim
llkbahar Dincel; 3mMiHa KOHTaKTHUX gaHUX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHUX AaHuX

KOHTaKTHOI 0co6W, BiAMNOBIfa/IbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AifsNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHss macTep-daiina.

UA/10511/01/01

197.

CUHITIOH®

TabneTku, BKPUTI
NAiBKOBOO
060n10HKot0, Mo 10 mr;
no 7 TabneTtok y
6nictepi; no 2, 4 abo 8
61icTepiB y KAPTOHHIN

ynakoBLii

BAT
"TefeoH
PixTep"

YropumHa

BAT "l'epseoH Pixtep",
YropuumHa (sunyck
cepii); TOB "l'egeoH
PixTep Monba”,
Monbua (KOHTposb

SIKOCTi, 403BI/T HA BUMYCK

cepii;

YropwumHa/
MonbLya

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. 3MiHM y

BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHULTBA

rOTOBOrO JiKapCLKOro 3acoby, BKoUaoun
NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npv BUPO6HULITBI TOTOBOrO J1iIKAPCHLKOro

3a peyenmom
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
BMPOOHULITBO 3aco0by (He3HayHa 3MiHa y npoLeci
Hepo3g)acoBaHOro BMPOGHMUTBA) He3HauHa 3MiHa y npoueci
NPoAyKTY, NepBMHHa BMpo6HULTBA /13 Ha eTani rpaHynALii:
ynakoBka, BTOPYHHA 36iNbLIEHHSA Yacy BBEAEHHS PO3UNHY
yrnakoBKa) MOHTE/IyKacTy HaTpit0 B MOPOLLUKOBY CyMilll 3
«MpUGAN3HO 3 XBUINHU» A0 «He Binblie 8
XBUNUH».
198. | CIANIC® TabneTkn, BKPUTI Eni Ninni HigepnaHgmn BupobHMLTBO CnonyyeHi BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/7881/01/02
NNiBKOBOIO HepepneHp, Hepo3(acoBaHOro LWratn MaTtepianis: 3miHu | TUny - 3MiHW WoA0
060/10HKOI0, M0 2,5 Mr; B.B. NPOAYKTY: (CwA)y/ 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
no 14 tabnetok y Ninni genb Kapi6e IHk., Icnanis BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
6nicTepi; no 2 CnonyuyeHi Wratn OaHux npo cuctemy papmakoHarnsgy
6nicTepy B KAPTOHHIi (ClWA) (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo
nauuj MNepBrHHA Ta BTOPUHHA cuctemy dapmakoHarnsgy, smiHa
yrnakoBka, [03BiN Ha yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
BUNYyCK cepil: 3[iiCHEHHS1 hapMakoHarnaay; KOHTaKTHOI
Ninni C.A., Icnanis ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoum KOHTaKTHI
AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0co6M, BignoBiganbHOI 3a
3pjiicHeHHst hapmakoHarnsgy: fitoya
pepakujis: byccenb AHHa MocunisHa.
lMponoHoBaHa pepakuisi: boiiko fApocnas
AHppilioBuy.
3MiHa KOHTaKTHMX AaHnX KOHTaKTHOT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
thapmakoHarnsgy.
199. | CIANIC® TabneTkn, BKPUTI Eni Ninni HigepnaHgn Bupo6bHMLTBO CnonyyeHi BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/7881/01/03
NNiBKOBOIO HepepneHp, Hepo3acoBaHOro LWratn MaTtepianis: 3miHu | TUny - 3MiHW WoAa0
060/10HKOI0, N0 5 Mr B.B. NPOAYKTY: (CwA)/ 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.
no 14 TabneTtok y Ninni genb Kapi6e IHk., Icnanis BBefeHHs abo 3MiHM A0 y3ara/ibHeHNX

6nicTepi, no 1 abo 2
6nicTepy B nayui

CnonyuyeHi WTatn
(CWA)
MepBWHHA Ta BTOPUHHA
ynakoBka, A,03BiN Ha
BUMNYCK cepil:
Ninni C.A., Icnanis

[JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarsisgy, amiHa
YMNOBHOBaXeHOT 0cobu, BignoBifanbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
0cobu 3 thapmakoHarnsagy 3asBHuKa 4s
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
ocobw, BignoBiga/IbHOI 3a 34iCHEHHS]
thapmakoHarnsay (BKAKYar4yM KOHTaKTHI
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
OaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0co6MU, BignoBiganbHoi 3a
3pificHeHHs hapmakoHarnsgy: fitoya
pepakuis: byccenb AHHa MocunisHa.
lMponoHoBaHa pepakuisi: boiiko fpocnas
AHppilioBuy.
3MiHa KOHTaKTHMX AaHnX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy.
200. | COOEPM kpem 0,1 %, no 25, [Jepmadhapm HimeuunHa mi6e Mmb6X HimeuunHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/10254/03/01
50 ry Ty6i, no 1 Ty6i B Al ApuHaiimiTTens mMaTtepianis: 3MiHW | TUNy - NogaHHA
KapTOHHI nayw,i OoHoBneHoro CepTudikaty BiANOBIAHOCTI
€sponelicbkin hapmakonei R1-CEP 2003-
095-Rev 03 Big, BXe 3aTBEpAXEHOro
BMpo6HUka Teva Pharmaceutical Industries
LTD gna APl 6eTameTasoHy Basiepary
201. | CNIPUBA® PO34UH A8 iHranAawjii, BepiHrep HimeyunHa BepiHrep IHrenbxaiim HimeuyunHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/6495/02/01
PECMNIMAT® 2,5 mkr/iHransuio; no IHrenbxaim dapma NvbX i Ko. KI MaTepianis: 3MiHu |l TMny - 3MiHK WoA0
4 MmNy KapTpugxi (60 IHTepHeLwHN 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnsay.
iHransujn); no 1 M6X 3MiHM Y TepaneBTUYHUX NoKa3aHHAX
KapTpuaxy B (mopaBaHHA HOBOrO TepaneBTUYHOIO
KomnnekTi 3 1 rokasaHHs abo 3miHa y 3aTBeppKeHoMy
iHranaTopom nokKasaHHi) - 3MiH/ BHeCeHi [0 IHCTPYKLUi Ans
Pecnivat® y MeMYHOro 3aCTOoCyBaHHA A0 pPo3ainis:
KapTOHHI KOpooLyi "MokasaHHs", "dapmakonoriyHi
BractmBocTi", "Cnocib 3acTocyBaHHsA Ta
nosn", "Aitn", "MobiyHi peakui™ (BeegeHHs
3MiH NpOTAroM 6 micAwiB nicas
3aTBEPAKEHHS)
202. | CTONAHIH cnpeit Ans poToBof TeBa I3painb Tesa Yex IHpacTpi3 Yecbka BHECEHHS 3MiH 1O peecTpaLiiHnx 6e3 peyenma UA/1831/01/01
MOPOXHUHK, 1,92 dapmaunesTi c.p.o. Pecny6nika marepianis: 3MiHW | TUMY - BUNYYEHHS
mr/mn no 30 mny Kan nokasHuka «Baxki meTanm» 3i cneuudikauit
thnakoHi; no 1 IHpacTpi3 Ha A®| lekceTnAVH Bifg, BUPOOHMKA roTOBOro
chnakoHy 3 nrp. nikapcbKoro 3acoby
MeXaHi4YHUM
posnuoBayem,
annikatopom ans
POTOBOT NMOPOXKHUHU Ta
KPULLIKOIO, sika
3axuLiae po3nusosay,
B KOpOO6Li
203. | CTONTYCUH- | cupon no 100 mny TeBa I3painb TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 0 peecTpauiiHnX 6e3 peyenma UA/10779/01/01
TEBA chnakoHi; no 1 dapmaunesTi c.p.o. Pecny6nika mMarepianis: 3mMiHu | TUNy - NpMBeAEeHHA
do1akoHy pasom 3 Kan cneumadikaLii 4ONOMiXHOI pe4oBUHM
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
MipHOIO NINeTKOo y IHoacTpi3 «[Mponinar» y BiANOBIAHICTb 40 Ail0HOro
Kopoobui nrp. BuAaHHa EP. MapameTpy Ta Mexi, okpim
TUX, L0 3a3Ha4eHi B EP 3anmwatotbes
He3MiHHUMU
204. | CYNEPBIT TabneTkn XyBaslbHi; AT YkpaiHa AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/5698/01/01
no 10 Tabnetok y "KUIBCbKW BITAMIHHN 3ABOA" mMartepianis: 3MiHu | TNy - NOAAHHS HOBOroO
6nictepi; no 3 " Ceptudikaty RO-CEP 2013-165-Rev 01 ans
6nictepy y nauui BITAMIHHWN A®I MipyaoKCUHy rigpoxnopuvg, Big, BXxe
" 3ABOA" 3aTBEpPIXEHOro BMPOBHUKA, SK HacnigoK
BW/IYYeHHS 3i cneuudpikauii APl KOHTpoNb 3a
nokasHukom "Baxki meTanu" ans BUpobHuKa
Jiangxi Tianxin Pharmaceutical Co., Ltd.,
Kutaii
205. | TAKHI Kancynu Teepai no 0,5 TeBa I3painb JTabopatopie3 LinHda Icnanis BHECEHHS 3MiH 40 peecTpaliiHnX 3a peyenmom UA/14248/01/01
Mmr, rno 10 kancyny dapmaLeBTi C.A., IcnaHis mMarepianis: 3MiHU | TUNY — BUSTYYEHHSA
6nicTepi, no 5 Kaun (BpO6HMLTBO cepTudikaTty BigNoBIAHOCTI €EBPONENCHKOI
6nictepiB y IHOacTpi3 Hepo3dacoBaHo| thapmakonei Ne R1-CEP 2003-172-Rev 01
3anasiHoMmy nakeTi B nTa. npoaykuii, nepBnHHa Ta Bifl BUpO6HMKa xenatuHy GELITA GROUP;

Kopoo6Li

BTOPUHHA YNaKoBKa,;
nepBUHHA Ta BTOPUHHA
ynakoBka, A,03BiN Ha
BUMNYCK cepil)

3MiHW | TUNY - BUNYYEHHS cepTudikaTty
BiANOBIAHOCTI €Bponelicbkol hapmakonei Ne
Ne R1-CEP-2000-027-Rev 02 Bif BUpo6HMKa
xenaTtuHy Rousselot; 3MiHu | Tuny -
BWUTyYEHHS cepTudikaTy BiAMOBIAHOCTI
€Bponelicbkoi dhapmakonei Ne R1-CEP
2002-110-Rev 00 Bif BUPOGHYKaE XenaTtuHy
PB Gelatins; 3miHu | TUNY - BUSTyYEHHSI
cepTudpikaTy BignoBigHOCTI €EBponeincbKol
thapmakonei Ne R1-CEP-2001-332-Rev 02
Bi, BUPOOHMKa enatuHy Rousselot; 3miHn |
TUNYy - BUYYEHHSA cepTudikaty
BiNOBIAHOCTI €Bponelicbkoi hapmakonei Ne
R1-CEP-2004-022-Rev 00 ans xenaTtuHy
Ans Bupo6Huka PB LEINER; 3MiHu | TUny -
noAaHHA HOBOro cepTudikaTy BignoBigHOCTI
€ponelicbkoi hapmakonei Ne R1 — CEP —
2010-043-Rev 00 Big BUpO6HYKaA XenaTuHy
Rousselot; 3miHu | Tvny - MNMogaHHs HOBOTO
cepTudikaTy BiANOBIAHOCTI €BpONENCHKOI
thapmaxonei Ne R1-CEP 2000-045-Rev 03
AN XenaTuHy Bif, BUpobHuka PB
GELATINS; 3miHm | Tuny - MNMogaHHs HOBOrO
cepTudpikaTy BignoBigHOCTI €EBponeincbKol
thapmakonei Ne R1-CEP 2001-424-Rev 03
0151 XenaTtuHy Big BUpobHuka GELITA
GROUP; 3miHu | Tuny - NMopgaHHs
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

cepTudikaTy BignoBigHOCTI €EBponeincebKol
hapmakonei Ne R1-CEP 2000-029-Rev 05
Bif BMpO6HMKa xenatuHy ROUSSELOT;
3MiHuM | TUNY - 3MiHa y NnapameTpax
crneundikayiii Ta/abo AONYCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIKHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCS Y NpoLeci BUpOOHNLTBA
A®I| — 3miHu fo cneumdikayii API; 3miHm |
My - 3MiHa y MeTofax BunpobysaHHa Ad|
abo BMXigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPKEHUX MeToAax BUNPoOyBaHHS)

206.

TAKHI

Kancysv Teepgi no 1
mr, no 10 kancyn y
6nictepi, no 5
6nicTepiB y
3anasiHoMy MakeTi B
Kopobui

TeBa
dapmaLeBTi
Kan
IHoacTpi3
nTa.

I3painL

Na6opaTtopies LinHda
C.A., IcnaHis
(B1pPOGHMLTBO

Hepo3dhacoBaHol
npoaykuii, nepBnHHa Ta
BTOPUHHA YNaKoBKa,;
nepBuHHa Ta BTOPUHHA
ynakoBka, fl03Bi/1 Ha
BWMYCK cepil)

IcnaHis

BHECEHHS 3MiH 0 peecTpavyinHmx
mMartepianis: 3MiHU | TUNY — BUTyYEHHSA
cepTudikaTy BiANOBIAHOCTI €BpONENCHKOI
thapmaxonei Ne R1-CEP 2003-172-Rev 01
Bif, BUpPO6HYMKa xenatuHy GELITA GROUP;
3MiHW | TURY - BUNYYEHHSs cepTudikaTty
BiANoBigHOCTI EBponeiicbkoi thapmakonei Ne
Ne R1-CEP-2000-027-Rev 02 Bif BUpo6HMKA
xenaTuHy Rousselot; 3mMiHu | Tuny -
BW/TyYEHHS cepTudikaTy BiANOBIAHOCTI
€sponeiicbkoi dhapmakonei Ne R1-CEP
2002-110-Rev 00 Big BUpOGHYMKaA XenaTuHy
PB Gelatins; 3miHu | TUNY - BU/TyYEHHS
cepTudikaTy BignoBigHOCTI €EBponeicbKoT
thapmakonei Ne R1-CEP-2001-332-Rev 02
Bifl BUpOGHUMKa xenatnHy Rousselot; 3miHu |
TUNYy - BUyYEHHA cepTudikaty
BiANoBigHOCTI EBponeiicbkoi thapmakonei Ne
R1-CEP-2004-022-Rev 00 gns xenatuHy
ons BupobHuka PB LEINER; 3miHu | Tuny -
noAaHHsa HOBOro cepTtudikaTy BignoBigHOCTI
€Bponelicbkoi hapmakonei Ne R1 — CEP —
2010-043-Rev 00 Big BMpoOHUKA XenaTuHy
Rousselot; 3miHu | Tvny - NogaHHs HOBOTO
cepTuduikaTy BignoBigHOCTI €EBponeincebKol
hapmakonei Ne R1-CEP 2000-045-Rev 03
AN XenaTuHy Big, BUpobHuka PB
GELATINS; 3miHu | Tuny - lNMogaHHs HOBOro
cepTudikaTy BignoBigHOCTI €EBponeicebKol
hapmakonei Ne R1-CEP 2001-424-Rev 03
00151 )XenaTuHy Big BUpo6Huka GELITA

3a peyenmom

UA/14248/01/02
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

GROUP; 3MiHK | Tuny - NogaHHs
cepTudikaTy BiANOBIAHOCTI €BpONENCHKOI
chapmakonei Ne R1-CEP 2000-029-Rev 05

Bi, BUPO6HUMKa xenatnHy ROUSSELOT,;
3MiHu | TUny - 3MiHa y napameTpax
cneuudikauin Ta/abo foNyCTUMUX MEX,
BM3HauYeHux y cneyndikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMI NPOAYyKT/pearexT, Wwo
BMKOPWCTOBYIOTLCSA Y NpoLieci BUPO6HNLTBA
A®| — 3miHM o cneundikauii A®I; 3miHn |
TMny - 3MiHa y MeTogax BunpobysaHHa API
abo BuxigHoro marepiany/npomikHoro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea A®| (He3HauHi 3MiHW Y
3aTBEPMAXEHNX METOAAX BUNPO6YBaHHS)

207.

TAKHI

Kancynu TBepai no 5
mr, no 10 kancyny
6nicTepi, no 5
6nictepiB y
3anasiHoMy MakeTi B
Kopoobui

TeBa
dapmaunesTi
Kau
IHpacTpi3
nTa.

I3painb

Nab6opatopie3 LuHda
C.A., IcnaHis
(BMpOGHMLTBO

Hepo3dghacoBaHOl
npoaykuii, nepBnHHa Ta
BTOPWHHA yNaKoBKa;
nepBUHHA Ta BTOPUHHA
ynakoBka, f,03Bi1 HA
BUNYCK cepil)

IcnaHis

BHECEHHS 3MiH 0 peecTpaviintHmx
marepianis: 3mMiHu | TMNy — BUNyYeHHA
cepTudpikaTy BignoBigHOCTI €EBponeincebKol
hapmakonei Ne R1-CEP 2003-172-Rev 01
Bif BMpOo6HMKa xenatuHy GELITA GROUP;
3MiHW | TUNY - BUNYYEHHS cepTudikary
BiAnoBigHOCTI EBponeiicbkoi thapmakonei No
Ne R1-CEP-2000-027-Rev 02 Big BUpO6HMKa
XenatuHy Rousselot; 3miHu | Tuny -
BUIyYEHHS cepTudikaTy BiANOBIAHOCTI
€sponelicbkoi dhapmakonei Ne R1-CEP
2002-110-Rev 00 Big BUpOGHYKA XenaTuHy
PB Gelatins; 3miHu | TUNY - BUTyYEHHS
cepTudikaTy BiANOBIAHOCTI €BpONENCHKOI
thapmakonei Ne R1-CEP-2001-332-Rev 02
Bi, BUPOGHUMKa xenatuHy Rousselot; 3miHu |
TUMY - BUNyYEHHS cepTudikarty
BiANoBiAHOCTI EBponeiicbkoi thapmakonei No
R1-CEP-2004-022-Rev 00 ans xxenatuHy
Ans Bupo6Huka PB LEINER; 3MiHu | Tuny -
nojaHHA HOBOro cepTuduikaty BiAnoBiAHOCTI
€sponelicbkoi hapmakonei Ne R1 — CEP —
2010-043-Rev 00 Big BUPOGHYMKa XenaTtuHy
Rousselot; 3miHu | TNy - NMogaHHsA HOBOro
cepTudikaTy BignoBigHOCTI €EBponeicbKoT
hapmakonei Ne R1-CEP 2000-045-Rev 03
[ONs XenaTuHy Big, BUpobHuka PB
GELATINS; 3miHm | Tuny - MNMogaHHs HOBOro
cepTudikaTy BiANOBIAHOCTI €BpONENCHKOI
thapmakonei Ne R1-CEP 2001-424-Rev 03

3a peyenmom

UA/14248/01/03
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Ymosu

Homep

n/n

Hassa
NliKapcbKo20

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

BionycKy

peecmpayjiliHo2o

nocsi04YeHHs1

3acoby

L0151 )XenaTuHy Bif BupobHuka GELITA
GROUP; 3miHu | Tuny - MogaHHsA
cepTuduikaTy BignoBigHOCTI €EBponeincbKol
hapmakonei Ne R1-CEP 2000-029-Rev 05
Bif BMpPO6HMKa xenatuHy ROUSSELOT;
3MiHM | TNy - 3MiHa y napameTpax
cneyudikaLiin Ta/abo AoNyCTUMUX MEX,
BM3HAYeHNX Y cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPWCTOBYIOTLCS Y NpoLLeci BUPOBHMLTBA
A®I| — 3miHn go cneymdpikauii API; 3miHw |
MMy - 3MiHa y MeTogax BunpobyBaHHs Ad|
a60 BuUxigHoOro marepiasny/npoMixHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
npoteci BUpo6HMuTBa AdD| (He3HaYHI 3MiHW Y
3aTBEPMKEHVX METOAaX BUNPOOYBaHHS)

3a peyenmom

UA/14197/01/01

208.

TAMCIH
®OPTE

Tabnetku
NPOJIOHTOBaHOT Aji No
0,4 mr no 10 TabneTok
y 6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

Mera
NavidpcaiieH
ci3
(ABcTpanis)
nri Nt

AscTpanis

Brpo6HMLTBO 3a
MOBHUM LK/TOM:
CiHTOH XicnaHisi, C.J1.,
IcnaHis;
MepBUHHE Ta BTOPUHHE
nakyBaHHs:

[xi | ®apmacbioTikasic,
N, Bonrapis

Icnanis/
Bonrapis

HimeyunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3miHu | TUny - 3MiHK WoA0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
[JaHux Npo cuctemy chapmakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO
cuctemy chapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoum KOHTaKTHI
AaHi) Ta/abo 3MiHV Yy po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT oco6w,
BiANOBiAANbHOI 3a 3i/icCHEHHS
hapmakoHarnagy
BHECEHHS 3MiH 0 peecTpaviinHmx

3a peyenmom

UA/8978/02/01

209.

TAPKA®

Tabnetku 3
MoAandikoBaHUM
BVBINIbHEHHSIM, BKPUTI
NNiBKOBOIO
060/10HKOI0, 2 Mr/180
Mr no 14 TabneTok y
6nicTepi; no 2
6nicTepy B KAPTOHHIiA
Kopobui

AGGOTT
Nab6opaTtopi3
6X

HimeyunHa

A66BI JoiunaHg MM6X i

Ko. Kl

marepianis: 3MiHu |l TUNy - 3mMiHK A0
IHCTPYKUIT 4151 MEeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainy "B3aemogist
3 iHWMMU NiKapCbKMMK 3aco6amu Ta iHLLi
BUAM B3aEMOjin". BBeAeHHS 3MiH NpOTArom
3-x micsLiB nicns 3aTBEPKEHHS

HimeyunHa

BHECEHHS 3MiH 10 peecTpaliinHmx

3a peyenmom

UA/8978/02/03

TabneTkn 3

A6B6OTT

HimeyunHa

A66BI foitunaHg TMeX i

210.

TAPKA®
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayjiliHo2o

nocsi04YeHHs1

MoAandikoBaHUM
BWBI/TbBHEHHAM, BKPUTI
NNiBKOBOIO
060/10HKOI0, 4 Mr/240
Mmr no 14 TabneTok y
6nicTepi; no 2
6nicTepy B KAPTOHHii
Kopobui

Nab6opaTopi3
6X

Ko. KI

martepianis: 3MmiHu Il TMNY - 3MiHK A0
IHCTPYKUiT A4NA MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainy "B3aemogis
3 HWKMMK NiKapCbkMMK 3acobamu Ta iHLWi
BVAW B3aEMOZIN". BBEAEHHS 3MiH NPOTArom
3-x MicsLiB nicns 3aTBEpAKEHHS

211.

TEBANOP-
TEBA

Tabnetkn ans
CMOKTaHHs, no 20
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu B
KapTOHHI nayw,i

BankaHndap
Ma-AynHuua
AT

Bonrapis

BankaHthapma-Pasrpag
AT, Bonrapis
BankaHdapma-AynHuus
AT

Bonrapis

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: 3miHu | TUny - 3MiHK WoAa0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHA ab0 3MiHM [0 y3arasibHEHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHKX NPO
cuctemy chapmakoHarniagy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
3[jiicHEHHSA hapMakoHarnsaay; KOHTakTHOI
0cobu 3 chapmakoHarnsagy 3asBHuKa A5
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iNCHEHHS]
hapMakoHarnaay (BK/1oHatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
tpaiina cuctemu chapmakoHarnsgy) divoua
pefakuisi: YNoBHOBaXeHa ocoba 3asBHNKa,
BiAnoBiAasbHa 3a hapmakoHarnag — lise
Sjoholm. KoHTakTHa ocoba 3asBHMKa,
BignoBigasibHa 3a hapmakoHarnag —
BoraTuyk KatepuHa MuxaiinisHa.
MponoHoBaHa pefakuis: YNoBHOBaXkeHa
ocoba 3as1BHMKa, BIAMNOBIAa/IbHA 3a
thapmakoHarnsag — Orit Stern-Maman.
KoHTakTHa ocoba 3asBHVKa, BiAnoBifasibHa
3a thapmakoHarnsg — buctposa OkcaHa
BiTaniiBHa. 3mMiHa KOHTaKTHUX JaHUX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
dhapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0co6W, BiAMNOBIfa/IbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHss macTep-daiina.

6e3 peyenma

UA/4271/01/01

212,

TENMICAPTA
H-TEBA

Tabnetku no 80 mr; no
7 TabneTok y 6nictepi;
no 4 6nictepu B
Kopo6ui

TOB "TeBa
YkpaiHa"

YKpaiHa

MepBMHHA Ta BTOPUHHA
ynakoBka, fj03Bi/1 Ha
BUMYCK Cepiit:

AT ®apmaueBTUYHUIA

YropwumHa/
IHais

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHa 3asBHUMKa (B/laCHUKA
peecTpauiniHOro Noceig4veHHs) (3rigHo
Hakazy MO3 Big 23.07.2015 Ne 460)

3a peyenmom

UA/14020/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
3aBof TEBA, YropwuHa;
Brpo6HMUTBO
Hepo3dacoBaHol
npoaykuii, nepBnHHa Ta
BTOPUHHA ynakoBKa:
TeBadpapm IHgis MBT.
Nta., IHais
213. | TENIMICAPTA | Ta6netku no 80 mr no TOB "TeBa YKpaiHa [NepBUHHA Ta BTOPUHHA YropuymHa/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/14020/01/01
H-TEBA 7 TabneTtok y 6nictepi; YkpaiHa" yrnakoBka, [03BiN Ha IHais mMarepianis: 3MiHu | Tuny - 3miHW Woao
no 4 6nictepu B BUMNYCK Cepiii: 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
Kopoobui AT dapmaueBTUYHNI BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
3aBof TEBA, YropwuHa; OaHux npo cuctemy papmakoHarnsgy
Brpo6HnuTBO (BBEAEHHSA Y3araslbHEHUX AaHKX Npo
Hepo3cacoBaHol cuctemy dapmakoHarnsgy, smiHa
npoaykuii, nepBnHHa Ta yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
BTOPUHHA ynakoBKa: 3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
Tesadpapm IHgis MB.T. ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
nra., IHpis 3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoum KOHTaKTHI
AaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsagy) - fivoua
pefakLisi: YNoBHOBaXKeHa ocoba 3asBHNKa,
BignoBigasnibHa 3a hapmakoHarnsg — Dr.
Hedva Voliovitch MD, PhD, MBA. KoHTakTHa
ocoba 3asiBHMKa, BiANOBiAa/ibHa 3a
hapmakoHarnag — buctposa OkcaHa
BitaniisHa. MNponoHoBaHa pefakuis:
YnoBHOBaxeHa 0coba 3asBHUKA,
BignoBigasibHa 3a hapmakoHarnag —
BucTtposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0cobU,
BiANOBIA&/ILHOT 3a hapmakoHarnsag. 3MiHa
MiCLS 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLIe3HaXO/PKEHHS MacTep-dhaiina
214. | TEHOPIK™ TabneTkn, BKpUTI Inka IHais Inka JSlabopatopi3 IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/2902/01/01
NNiBKOBOIO Na6opaTopi3 Nimiteq martepianis: 3MiHu | TUNY - AOMiHICTPaTUBHI
060/10HKOI0, 50 Nimiten 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu

mr/12,5 wr, no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIi ynakoBuUi

MicUsi NPOBaKEHHS Aisi/TbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3ac00y, BKIOYAUN [iNbHAL BUNYCKY cepii

ab0 Micue NpoBefeHHsS1 KOHTPOJIIO SIKOCTI.
(gisnbHICTb, 3a SKy Bignosigae
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
BMPOOHUK/IMNOpTEp, BK/IKOYAOUN BUMYCK
cepiii) YTOuHeHHs agpecy BUpo6HuKa Inka
Na6opaTtopis Nimitea, IHAjA, 6e3 3MiHu Micus
BUPOGHMLTBA.
215. | TEHOPIK™ TabneTkn, BKPUTI Inka IHais Inka JTabopatopi3 IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/2902/01/02
NNiBKOBOIO Na6opaTopi3 Nimiten martepianis: 3MiHu | TUNY - AOMiHICTPaTUBHI
060/10HKO0, 100 Mr/25 Nimiten 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu
Mr, no 14 Tabnetok y MiCLiA NPOBaKEHHS AiS/IbHOCTI
6nicTepi; no 2 BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
6nicTepy B KAPTOHHIi 3aco6by, BKIYa4mn AinbHULI BUNYyCKy cepii
ynakoBLi abo micue NnpoBefeHHs1 KOHTPOJIHO SKOCTI.
(4isnbHICTB, 3a SKy Bignosigae
BMPOGHUK/iIMNOpTEp, BKIKOYAOUN BUMYCK
cepiii) YTOUHeHHs agpecy BUpo6HYuKa Inka
Na6opaTopis NimitTea, 1HAiA, 6€3 3MiHK Micua
BUPOGHMLTBA.
216. | TOMIPOMAK TabneTkn, BKPUTI TOB YkpaiHa TOB "dapma Ctapt" YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHnX 3a peyenmom UA/9877/01/01
C 100 NNiBKOBOIO "®bapma mMartepianis: 3MiHu | TUny - 3MiHa y
060/10HKOI0, M0 100 Crapt" napameTpax cneuudikauii Ta/abo
mr; no 10 TabneTok y [OMYCTUMUX MEX, BUSHAYEHNX Y
6nicTepi; no 1 a6o 3 cneundoikauisix Ha A®l, a6o
6nicTepu B nayi 3 BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
KapTOHY BUKOPWCTOBYIOTLCSA Y NpoLieci BUPOOHMLTBA
Ad|
217. | TOMIPOMAK TabneTkn, BKPUTI TOB YkpaiHa TOB "dapma Crtapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx - UA/9878/01/01
C 100 NiBKOBOO "dapma marepianis: 3mMiHu | Tuny - 3MiHa y
060/10HKO10, M0 100 Mr Crapt" napameTpax cneuucpikauii Ta/abo
in bulk no 6 kry [OMYCTUMUX MEX, BUSHAUEHNX Y
nakeTax cneundikauisix Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCSA Y NpoLeci BUpOOHNLTBA
Ad|
218. | TOMIPOMAK TabneTtkn, BKPUTI TOB YkpaiHa TOB "®dapma Ctapt" YkpaiHa BHECEHHS 3MiH j0 peecTpaviinHmx 3a peyenmom UA/9877/01/02
C25 NAiBKOBOO "dapma marepianis: 3mMiHu | Tuny - 3miHa y
060/10HKOI0, N0 25 Mr; Crapt" napameTpax cneuudikauii Ta/abo
no 10 TabneTtok y [OMYCTUMUX MEX, BU3HAYEHNX Y
6nictepi; no 1 a6o 3 cneumdikayisx Ha Adl, abo
6nicTepy B navui 3 BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
KapToHy BMKOPWCTOBYIOTLCS Y NpoLLeci BUPOBHMLTBA
Al
219. | TOMIPOMAK TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH 0 peecTpavyinHmx - UA/9878/01/02
C25 NNiBKOBOIO "®bapma mMartepianis: 3mMiHu | Tuny - 3MiHa y
060/10HKOHD, M0 25 Mr Crapt" napameTpax cneuudikauii Ta/abo

in bulk no 4 kry
nakeTax

[OMYCTUMUX MeX, BUSHAYEHNX Y
cneumdikauisx Ha A®l, abo
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

BUXiAHWIA/NPOMIDKHUIA NPOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCS Y NMpoLeci BUpOOHNLTBA
Ad|

220.

TPAHKBINIAP
®

NOpPOLLOK (CybCTaHList)
y nakeTax noAagiiHu1x
i3 MNiBKK
nonieTuneHoBoil Ans
BMPOGHMLITBA
HeCcTepUIbHUX
nikapcbknx oopm

ToBapucTtso
3
[04aTKOBOO
Bignosiganb
HiCTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[0[aTKOBOKO
Bi4nNoBiAabHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
matepianis (MOBTOPHMiA po3rnag -
YTOUYHEHHSA npoueaypu, Hakas Ne992 Big
26.04.2019): 3miHu | TMNY: 3MiHK 3 AKOCTI.
A®|. Bupo6bHMUTBO (iHLWi 3MiHW) - JofaBaHHA
BMPOGHUWYOI AinsHKKM (Y CKnai 3aTBepXeHOI
BUPO6HUYOT ainbHuUui TAB "IHTEPXIM") 3a
agpecoto YkpaiHa, 65025, m Ogeca, 21-i
KM. CTapokuiBcbKoi goporu, 40-A, ae
3[iAICHIOETLCA BUPOOHMLTBO, NEPBUHHE Ta
BTOPUHHE NaKyBaHHs1, 36epiraHHs rotoBoi
npoaykLii, CMpOBUHU Ta MaTepianis y
peecTpavuiiHux MaTepianax Wwoao Aityoi
peyoBuHu MN13; BBEAEHHS a/lbTEPHATUBHOIO
BVPOGHMKA BUXiAHOr0/MPOMIXXHOIO NPOAYKTY
(TOB "XBOIM", W0 BUKOPUCTOBYETLCSA Y
BMPO6HUYOMY npotieci ADI. 3minm | Trny:
3MiHn 3 skocTi. A®l. BUpo6HMLTBO. 3MiHM B
npoueci BupobHuutea APl (He3HayHa 3miHa
y npoueci Bupo6HuuTBa A®l) - 3MiHn B
npoveci BupobHuuTea Ad| (BBEAEHHS
aNbTepHaTUBHOI TEXHO/OTYHOT CXeMU
oTpumaHHsa A®I (3acTocyBaHHS B SKOCTI
BVIXiJHOT CPOBWHN NPOMIXHOIO NPOAYKTY
iHLLIOro BUPO6HMKA). XiMiUHY CXeMYy CUHTEe3y
He 3MiHEHO).

UA/8745/01/01

221.

TPU3UMIH

PO34UH A5 iH'EKLLNA,
100 mr/mn, no 5 mn B
amnyni; no 5 amnyny
KaceTi; no 2 kacetun y
nauuj 3 KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

BiANOBigabHUIA 3a
BMPOGHULITBO Ta
KOHTpONb/
BUMNPOOYBaHHS, He
BK/THOHAI0UM BUNYCK
cepii: NpuBaTHe
akLjioHepHe TOBapuCTBO
"Nlekxim-Xapkis",
YkpaiHa;
BiANOBigabHUIA 3a
BMPOGHULITBO Ta
KOHTpONb/
BMNpo6yBaHHSA cepii,
BK/THOHAI0UM BUNYCK
cepit:

TOB HB® "MIKPOXIM",

YKpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. 3MiHM y
BMPOGHULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI fibHUL BUPOGHMLTBA ANS
4acTHM abo BCbOro BUPOBHNYOro npouecy
rOTOBOrO JliKapCbKOro 3acoby (AiNbHULSA, Ha
AKili NpoBOAATLCA ByAb-AKi BUPOOHMYI
cTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPOJIH0 AKOCTi Ta BTOPUHHOTO MakKyBaHHS
ONS CTEPUNbHUX NiKapcbknx 3acobiB
(BK/THOYAKOYM BMPOG/IEHI acenTuyHum
METOZ0M), KpiM Nikapcbkrx 3acobis
6i010r4HOro/iMyHOOMNYHOTO NMOXOLYKEHHS)
BBEJEHHSI 40A4ATKOBOI Ai/TbHNL
BMPOBHMLTBA [151 BCbOrO BUPOBHMYOro

3a peyenmom

UA/9897/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

222.

YKpaiHa

npoLecy rotToBoro nikapcbkoro 3acoby TOB
HB® "MIKPOXIM", BBEAEHHS 3MiH NPOTArOM
3-x MicsLiB nicns 3aTBepAKEHHS. 3MiHu |
TUNy - 3MiHM 3 KOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBE/[EHHSI 40A4ATKOBOI Ai/TbHUL
BUPOGHMLITBA A1 YACTMHN abo BCbOro
BMPOGHNYOro MPOLECY rOTOBOrO NiKapCbKOro
3aco6y (AinbHWULA AN BTOPUHHOTO
nakyBaHHs1) BBeJeHHS1 10AATKOBOI AiNbHUL
[N BTOPMHHOTO NakKyBaHHS BUNPOBYBaHHS,
TOB HB® "MIKPOXIM", YkpaiHa, 93000,
JlyraHcbka 0611., M. Py6ixHe, Byn. JleHiHa,
6ya. 33,

BBefeHHs 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPKEHHA. 3MiHM | TNy - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPO/0
SIKOCTi rOTOBOrO MikapCbKoro 3acoby (3amiHa
abo gofaBaHHS BUPOGHMKA, L0 BignoBigae
3a BBE3€eHHA Ta/abo Bunyck cepi) -
Bkntoyaroun KoHTposib/BUNpobyBaHHSA cepil
BBe/leHHs J0AATKOBOT AiNbHUL, WO
BiAnoBiAae 3a KOHTPO/b/ BUNPOOYBaHHS,
TOB HB® "MIKPOXIM, YkpaiHa, 93000,
JlyraHcbka 0671., M. Py6ixHe, Byn. JIeHiHa,
6ya. 33, BBeeHHS 3MiH NpoTAroMm 3-x
MiCALIB MiC/1SA 3aTBEPKEHHS.

TPOKCEBAS3
NH®

kancynu no 300 mr no
10 kancyn y 6nicTepi;
no 5 a6o no 10
6nicTepiB y KApTOHHIl
nauui

BankaHndap
Ma-AynHuua
AT

Bonrapis

BankaHthapma-Pasrpag
AT

Bonrapis

BHECEHHS 3MiH 0 peecTpavyinHmx
mMaTepianis: 3MiHuM | TUNY - NogaHHA
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-CEP
2005-263-Rev 04 ona Aito4oi pevoBuHU
Troxerutin Big, 3aTBEPAXEHOr0 BUPOOHUKA,
AK HACMiAOK 3a3HAYEeHHS B MPOMOHOBaHIMN
pegakLii MeTofly KOHTPO/A NiKapCbKoro
3acoby p. «Cknag» Ha3Bu BUPOBHUYOI
ginsaHkn EXPANSIA PCAS; 3miHu | Tvny -
noJaHHA OHOB/IEHOTO cepTudikaTa
BignosigHocTi EP Ne R1-CEP 2005-263-Rev
02 ans pjtoyoi pevosuHN Troxerutin Big,
3aTBEpAXeHOro Bupo6Hrka EXPANSIA
PCAS;
3MiHM | TNy - NnogaHHA HOBOro cepTuduikaTa

6e3 peyenma

UA/3368/02/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

BignoBiaHOCTI €Bponelickbkiit hapmakonei Ne
RO-CEP 2016-279-Rev 01 gns gjroyoi
peyoBuHM Troxerutin Big, BXe
3aTBEPKEHOI0 BUPOGHKMKA 3i 3MiHOK
agpecu, 6e3 3MiHV MicLA po3TallyBaHHS

223.

YNCENAH

TabneTkn
KMLUKOBOPO34UHHI, N0
40 mr no 7 TabneTkm y
6nicTepi, no 2 abo 4
6nicTepy B KAPTOHHIi
ynakoBLi

YOPA[,
MEAMLVH
NIMITEL,

Benuka
BpuTaHis

Biochapma Ilnay CaH. Be
Tigpx. A.LL., TypeuunHa
yorPng MEQNLIVH
INAY CAH. BE TIDXK.
ALl

TypeuunHa

BHECEHHS 3MiH 40 peecTpavyinHmx
MaTepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHA ab0 3MiHM [0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO
cuctemy chapmakoHarniagy, 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNLHOI 3a
3[jiicHEHHs hapMakoHarnsaay; KOHTakTHOI
0cobu 3 chapmakoHarnsagy 3asBHuKa As
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iNCHEHHS!
hapMakoHarnaay (Bk/1oHatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U BiANOBIAaNbLHOI 3a
hapMakoHarnag:

[itoua pepakuisi: XtoceliH ToHisni / Mr.
Huseyin Tonyali. NMponoHoBaHa pejakLis:
Mescim Inbk6axap AiHuens / Mrs. Mevsim
llkbahar Dincel. 3miHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6MU, BiANOBiAaNbHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0co6M, BigNoBiganbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iACHEHHS
OCHOBHOI Aisi/IbHOCTi 3 dhapmakoHarnsgy.
3MiHa MicLie3HaxoMKeHHs1 MacTep-haina.

3a peyenmom

UA/12747/01/01

224,

YNCENAH

niogpinizat gna
PO34MHY NS iH KL,
no 40 mr 1 chnakoH y
KOHTYPHIll YapyHKOBIlA
ynakoBui, no 1
KOHTYPHili YapyHKOBIi
yMaKoBLi B KAPTOHHIl
Kopobui

YOPN]]
MEAVLIVH
INIAY CAH.
BE TIZX.

ALLL

TypeyunHa

Medap Inau CaH. A.LL.

TypeyunHa

BHECEHHS 3MiH 1O peecTpaLifiHnx
MaTepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs ab0o 3MiHU A0 y3arasbHeHNX
[JaHvx npo cuctemy dapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPo
cuctemy chapmakoHarnsagy, amiHa
YMOBHOBaXXEHOT 0CO6M, BifgnoBiganbHOI 3a
3iiCHEeHHS1 hapMakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy 3asBHuKa 415
3[ilicCHEHHS1 dpapMakoHarnsay B YkpaiHi,
SKLLIO BOHA BifAMiHHA Bif YNOBHOBaXKEHOI

3a peyenmom

UA/16671/01/01
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Ymosu

Homep

n/n

Hassa
NliKapcbKo20

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

BionycKy

peecmpayjiliHo2o
nocsi04YeHHs1

3acoby

oco6u, BiANoOBIfabHOI 3a 3A4iACHEHHS
thapmakoHarnagy (BKovaym KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U BiANOBIAaNLHOI 3a

thapmakoHarnsag;

[itoua pepakuisi: XtoceliH ToHisini / Mr.
Huseyin Tonyali. NMponoHoBaHa peAakuis:
MeBcim Inbk6axap AiHuens / Mrs. Mevsim
llkbahar Dincel. 3mMiHa KOHTaKTHUX gaHUX
YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
dhapmakoHarnsg. 3MiHa KOHTaKTHUX AaHuX

KOHTaKTHOT 0cO6M, BiANOBiAaNbHOI 3a
hapmakoHarnsg. 3miHa Micus 34iCHEeHHS
OCHOBHOI AiSi/TbHOCTi 3 ddapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-daiina.

UA/12805/01/01

225.

YPCO/IB

Kancynu no 250 mr no
10 kancyn y 6nictepi;
no 5 6nictepis y
KapTOHHI/ KopoobLi

Mera
NavidpcaiieH
ci3 Mabnik
Komnawi
Nimiteq

TainaHpg,

Mera NaidcarieHci3
Mab6nik KomnaHi Nimiteq,

TainaHg

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3miHu | TUny - 3MiHK WoA0

6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.

BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
[aHux npo cuctemy dhapmakoHarnsagy
(BBEAEHHA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarnsgy, 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asiBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0ocobw, BignoBiga/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK/1o4atoum KOHTaKTHI
AaHi) Ta/abo 3MiHV Yy po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
YNOBHOB&XEHOT 0CO6U 3asIBHYMKA,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsay B Ykpaii .

3a peyernmom

UA/7230/01/01

226.

DAPIHITOH

Tabnetkn gns
CMOKTaHHA no 10
Tabnetok y 6nictepi;
no 2 6nictepun y nauui

AT
"KUIBCbKW
"
BITAMIHHU
" 3ABOA"

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHWU 3ABOA"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - BUTYYEHHS
BMpo6HMKa API (Kncrnotu ackopbiHoBoi);
CYNyTHSA 3MiHa: Y 3B'A3KY 3 BUTYYEHHAM
BUpo6HMKa A®I (Kncnotun ackop6iHoBoi)
BiKOPMroBaHo po3Ain “3a/NLWKOBI KiNbKOCTI
OopraHiYHUX Po3YMHHUKIB" Ta p. “ TepMiH
NPUAATHOCTI" y 3aTBEPAKEHOMY MeToay
KOHTPOJI0 AKOCTI J1iKapCbKOro 3acoby

6e3 peyenma
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BTOpUHHE NakKyBaHHs:

BTOPUHHOTO NaKyBaHHs) BBEAEHHS

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
227. | ®EMIBAT Kancynu BariHasibHi no Mera TainaHg, BidhopaH A/C, [aHis BHECEHHS 3MiH [j0 peecTpaviinHmx 6e3 peyenma UA/15239/01/01
10 kancyn B Ty6i; no 1 NaiidpcaineH MaTepianis: 3miHu | Tuny - 3MiHK WoA0
Ty6i y KapTOHHIl ci3 Mabnik 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy.
Kopobui Komnawi BBefeHHA abo 3MiHM [0 y3ara/ibHeHNX
Nimiten [JaHvx Npo cuctemy dhapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO
cucTemy chapmakoHarnagy, amiHa
YNOBHOB&XXEHOT 0CO6MU, BigNOBigabHOI 3a
34iiCHEeHHSs1 dhapMakoHariaay; KOHTakTHOI
0co6u 3 chapmakoHarnagy 3asBHuKa 45
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6u, BiANoBIfaIbHOI 3a 3AiACHEHHS
thapmakoHarnagy (BKovaym KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI ocobw,
BiANOBIAa/IbHOI 3a hapMakoHarnsag B
YKpaiHi.
228. | ®IBPO-BEVH | po3uviH Ans iH'ekuiii CTA Benuka Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/12096/01/01
0,2% no5mny dapmacboTi BpuTaHis Hepo3dhacoBaHo| Benuvka MaTtepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI.
donakoHi; no 10 Ken NPOAYKLT, KOHTPO/Ib BpuTaHis [OTOBWIA NikapcbkuWii 3aci6. 3MiHK y
donakoHiB y KopooL,i MpopakTc SIKOCTi Ta NEPBUHHE BMPOGHULTBI. 3amiHa abo BBEAEHHS
n1g nakyBaHHs: [08aTKOBOI AiNlbHUL BUPOGHMLTBA A1
3irgopig XamensH MvbX, YacTuHM abo BCbOro BUPOOHUYOTO npoLecy
HimeuunHa,; roTOBOrO /liKapcbkoro 3acoby (ginbHuusa ans
BTopvHHE nakyBaHHS: BTOPWHHOTO NakKyBaHHS) BBeAEHHS
Papmallak HOK 14, [04aTKOBOro BUpo6HuKa M3,
Benuka BpuTaHis; BiAMOBIAA/IbHOrO 3a BTOPMHHE NaKyBaHHS
Bunyck cepii: YecTtep Megikan ContowHc, FOHITC 3, 4. 7 i
CT[, ®apmacbloTiken 8, Anekc Kypt bacceHgane Poyg
Mpopakrc JIta, Benuvka Bpom6opyr CH62 3 RE Benuka bpuTaHis.
BpuTaHis;
BTOpyHHE NakyBaHHS:
Yectep Megikan
ContowHc, Benvka
BpuTaHis
229. | ®IBPO-BEVH | po3uvH Ans iH'exuii CTA Benvka Bupo6bHMLTBO Himeuunxa/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/12096/01/02
0,5%no2mny PapmacbHoTi BpuTaHis Hepo3dhacoBaHol Benvka MaTtepianis: 3miHu | TUNy - 3MiHK 3 AKOCTI.
amnyni; no 5 amnyn'y Ken NPOAYKLii, KOHTPOsb BpuTaHis [OTOBWIA Nikapcbkuii 3aci6. 3MiHN y
Kopobui MpopakTc SIKOCTi Ta NEPBUHHE BMPOGHULTBI. 3amiHa abo BBEAEHHS
n1g nakyBaHHs: [08aTKOBOI AiNlbHULi BUPOGHMLTBA A4
3irdpig, XamensH M6X, 4yacTuHM abo BCbOro BUPOGHNYOro npotiecy
HimeuunHa; roTOBOro Nikapcbkoro 3acoby (4ibHUUA A5
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
dapmallak FOK /14, [04aTKOBOro BUpo6Huka M3,
Benuka BpuTaHis; BiANOBIAA/IbHOrO 3a BTOPMHHE NakKyBaHHS
Bunyck cepii: YecTep Megikan ContowwHe, FOHiTc 3,4. 7 i
CT[ dapmacbloTiken 8, Anekc Kypt bacceHgane Poyg
Mpopakrc Jita, Benunka Bpom6opyr CH62 3 RE Benuka bpuTaHis.
BputaHis;
BTopvHHE NakyBaHHS:
Yectep Megikan
ContowHc, Benvka
BpuTaHis
230. | ®IBPO-BEVH | po3uvH ans iH'ekuiii 1 CTA Benuka Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/12096/01/03
% no 2 mn y amnyi; PapmacboTi BpuTaHis Hepo3dacoBaHol Benvka MaTtepianis: 3MiHu | TUNy - 3MiHK 3 AKOCTI.
no 5 amnyn y kopobui Ken NPOAYKLIT, KOHTPO/Ib BpuTaHis [OTOBWIA NikapcbkuWii 3aci6. 3MiHK y
Mpoaakrc AKOCTI Ta NEPBUHHE BMPOOHULTBI. 3amiHa abo BBEAEHHS
n1g nakyBaHHs: [08aTKOBOI AiNlbHUL BUPOGHMLTBA A4
3irgopig XamensH MvbX, YacTuHM abo BCbOro BUPOOHUYOTO npoLecy
HimeuunHa,; roTOBOrO /liKapcbkoro 3acoby (ginbHuusa ans
BTopvHHE nakyBaHHS: BTOPWHHOTO NakKyBaHHS) BBeAEHHS
Papmallak FOK 14, [04aTKOBOro BUpo6HuKa M3,
Benuka BpuTaHis; BiAMOBIAA/IbHOrO 3a BTOPMHHE NaKyBaHHS
Bunyck cepii: YecTtep Megikan ContowHc, FOHITC 3, 4. 7 i
CT[, dapmacbloTiken 8, Anekc KypTt bacceHgane Poyg
Mpopakrc JIta, Benuvka Bpom6opyr CH62 3 RE Benuka bpuTaHis.
BpuTaHis;
BTOpyHHE NakyBaHHS:
Yectep Megikan
ContowHc, Benvka
BpuTaHis
231. | ®IBPO-BEVH | po3uunH ans iH'ekuii 3 CTA Benvka Bupo6bHMLTBO Himeuunxa/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/12096/01/04
% no 5 Mn y dpriakoHi; PapmacbHoTi BpuTaHis Hepo3dhacoBaHO( Benvka MaTtepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
no 10 chnakoHis y Ken NPOAYKLT, KOHTPO/b BpuTaHis [OTOBWIA NiKapcbkuii 3aci6. 3MiHN Yy
Kopo6ui; no 2 mn B MpopakTc SIKOCTi Ta NEPBUHHE BMPOGHULTBI. 3amiHa abo BBEAEHHS
amnyni; no 5 amnyny n1g nakyBaHHs: [08aTKOBOI AiNlbHULi BUPOGHMLTBA A4
KopooLi 3irdpig, XamensH M6X, 4yacTuHM abo BCbOro BUPOGHNYOro npotiecy
HimeuunHa; roTOBOro NikapcbKoro 3acoby (4ibHUUA As

BTOpWHHE NakyBaHHs:
dapmallak tOK 14,
Benvka bputaHisi;
Bunyck cepii:
CT[, dapmacbloTiken
MNpopakTc Jita, Benvka
BpuTaHis;
BTOpuHHE nakyBaHHs:
Yectep Megikan

ContowwHc, Benvka

BTOPUHHOIO NakyBaHHs1) BBEAEHHS
[04aTKOBOro BUpo6HuKa M3,
BiAMOBIAA/IbHOrO 3a BTOPMHHE NakKyBaHHS
YecTtep Megikan ContowwHe, FOHITC 3, 4. 7 i
8, Anekc KypTt bacceHgane Poyg
Bpomb6opyr CH62 3 RE Benvka bpuTaHis.
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk KpaiHa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayjiliHo2o
nocsi04YeHHs1

BpuTaHis

232.

®/IEBABEH®
1000

Tabnetkn, no 1000 mr
no 10 Tabnetok y
6nictepi; no 3 abo 6
6nicTepiB y KAPTOHHIN
Kopoo6Li

KPKA, a.4.,
Hoso mecTto

CnoBeHis

BMPOGHMLTBO "in bulk", CnoBeHis
nepBuHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPO/1b
cepii Ta BUMNYCK Cepii:
KPKA, a.4., HoBo mecTo,
CnoseHis
KOHTpO/b cepii:
KPKA, a.4., HoBo mecTo,
CnoBeHisg

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHK | TUMy - 3MiHa y MeTogax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
- AOAAaHHA anbTepHaTUBHOI KOSTIOHKW ANs
xpomatorpadyysaHHsa (Column: YMC Triart
C18, 150 mmi 4.6 mm i.d., 3 um particles)
MeTOoZAIB KOHTPOIO «laeHTudpikauis i
KiNlbKiCHE BU3HAYEHHS JIOCMiHY» Ta
«CynpoBigHi AOMILLKM»

6e3 peyenma

UA/16995/01/02

233.

®NEKUEPUH

Kancynv TBepgi no 50
mr, no 10 kancyn y
6nictepi; no 1 a6o 3
6nictepn y nauuj

AT
"KUIBCbKW
"
BITAMIHHI
" 3ABOA"

YKpaiHa

AT "KVI'IIB(VZI:;KVI n
BITAMIHHUW 3ABO4"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaliiHnX
MaTepianis: 3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.

3MiHa y TepMiHax NpuAaTHOCTI abo ymoBax
36epiraHHs roToBOrO NiKapCbKoro 3acoby
(36inbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO
niKkapcbKoro 3acoby) - 15 Toprosoi
yNakoBKM (NiATBEPAXYETLCA aHUMMN
peasibHOro yacy) - 36iNbLUeHHsI TEPMIHY
NPVAATHOCTI FOTOBOTO JTiKAPCLKOro 3acoby
Ha OCHOBI NO3UTVBHUX pe3y/bTaTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTAbINbHOCTI Y
peasibHOMy yaci: 3aTBepmxeHo: TepMmiH
npuaaTHOCTI. 2 poku; 3anponoHOBaHo:
TepMmiH NpUAATHOCTI. 3 POKU. 3MiHN BHECEHI
B IHCTPYKLiO 4715 MeANYHOro 3aCTOCyBaHHs
nikapcbKoro 3acoby y p. "TepMiH
npugaTtHocTi" ( BBEAEHHA 3MiH NpOTArom 6-
TV MiCALIB Nic/1A 3aTBEPAKEHHS)

3a peyenmom

UA/12618/01/01

234.

DJIIKC

cnpeii HasaslbHUiA,
cycneHsis 0,05 % no 9
rabo18ry
nonieTnaeHoBoMy
donakoHai 3 Hacocom-
fosaropowm; no 1
h/1aKOHY Y KapTOHHilA
Kopoobui

Jenbta
Megiken
[pomMoyLLH3
Al

LBeiiuapis

AB/I IBPAXIM lnay TypeyunHa

CaHai Be TimkapeT A.LL.

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3mMiHu | TMny - 3MiHK LWOAO
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHA ab0 3MiHU A0 y3arasbHeHNX
[aHvx nNpo cuctemy dapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO
cucTemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0CO6MU, BigNOBigaNbHOI 3a
3[jificHEeHHA hapMakoHarnsay; KOHTaKTHOT
0cobu 3 chapmakoHarnagy 3asBHukKa A5
3ailicHeHHA hapMakoHarnsagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6u, BiANoBIfa/IbHOI 3a 3A4iICHEHHS
thapmakoHarnagy (BKovaum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarasay) - 3amiHa

3a peyenmom

UA/13463/01/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BIANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy: [itova pefakuisa: Arzu
Kosar/ Ap3y Kosap. NponoHoBaHa pefakuis
— PoruHcbka Onena MasnisHa.
3MiHa KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
oco6u, BiANoBIfabHOI 3a 3A4iACHEHHS
hapMakoHarniagy. 3miHa Micus 34ilCHEHH:A
OCHOBHOI Aii/IbHOCTi 3 ddapmakoHarnsgy.
3MiHa agpecu MacTep-haiina Ta iioro
Homepa
235. | ®JIOKCIYM® | Tabnetku, BKpUTI MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyernmom UA/1315/01/01
NNiBKOBOIO "Kuismegnp "KuiBmegnpenapart" MaTepianis: 3MiHu | TUNY - 3MiHK WOA0
060/10HKot0, No 500 Mr enapat” 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
no 5 a6o no 10 - OHOBJIEHHS BXEe 3aTBEPAKEHOIO TEKCTY
TabneTtok y 6nictepi; MapKyBaHHS1 BTOPVHHOI Ta NEPBUHHOI
no 1 6nictepy B naui yMakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
[ofaTkoBol iHpopmalii (BHECEHHA
No3HaYyeHb OAVHWLb BUMIPIOBAHHS, 3
BMKOPUCTaHHSAM fliTep NaTUHCbKOro
andasiTy Ta ToLL0). BBEAEHHA 3MiH
NpOTAroM 6-TM MicALIB NicAa 3aTBepPAKEHHS
236. | DYPOCEMIA- | pO3unH ANs iH'eKUilA, MpAT YkpaiHa MpAT "dapmaveBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/2353/02/01
OAPHMLUA 10 mr/mn; no 2 Mn B "®PapmaueBT hipma "OapHuus” MaTtepianis: 3MiHU | TUNYy - 3MiHW WOA0
amnyni; no 10 amnyny | wyHa dipma 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy,
KOHTYPHIli YapyHKOBIl "NapHuus” 3amiHa rpadivyHoro 0hOpPMIEHHS NEPBUHHOI
ynakosLi; no 1 Ta BTOPUHHOI YNakoBOK Ha TEKCT
KOHTYPHIll YapyHKOBIlA MapKyBaHHS yrnakoBoOK 3 BiANOBIAHUMY
ynakoBLi B navui; no 2 3MiHaM¥ 40 pPO34isly MEeToAy KOHTPOsIH
M/1 B amnyni; no 5 SIKOCTi NikapcbKoro 3acoby (po3gain
amnyn y KOHTYPHiii «[pachiuHe ohopMIEHHS YNaKOBKMN»
YapyHKOBIl yNakoBLyi; 3aMiHEHO po34isioMm «MapKyBaHHs»)
N0 2 KOHTYPHI
YapyHKOBI YNakoBKW B
nauui
237. | XNOPO®DININ | po3uuH B onii, 20 ToBapucTBO YkpaiHa KOHTPO/Ib AAKOCTI, BUMYCK YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/1556/02/01
T mr/m; no 20 mny 3 cepii: marepianis: 3mMiHu | TUny - AgMiHICTpaTUBHI
chnakoHi; no 1 0bMexeHo ToBapucTBoO 3 3MiHW. BunyyeHHsi BUPOGHMYOI AinbHUL
h/1aKoHy B KOPOOLL Bignosiganb 06MeXeHo (Bkntovatoum ginbHuUi ons A®l, NpoMiXXHOro
HICTIO BiANOBIAA/ILHICTIO NPOAYKTY abo roTOBOro /NiKapcbKoro 3acoby,
"[ocnigHnii "[ocnigHnii 3aBog [OiNbHULI A58 NpoBeAeHHS NakyBaHHS,
3aBof, "rHUCY, BMpO6HUKa, BiANOBIA&/IbLHOIO 3a BUMYCK
"rHunc" YkpaiHa; cepiit, micLe NpoBeAEeHHS! KOHTPOSIO cepir)
BCi CTafii BUpO6HMLTBA, abo noctavasibHMKa BUXiQHOrO MaTepiasty,
KOHTPO/1b AKOCTI, BUNYCK peareHTy abo ONOMiXHOI pe4OBUHM (AKLLO
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
cepit: 3a3HaYeHo Yy [JOCbE) - BUSTYHEHHST QOYHKLUT -
ToBapucTso 3 BCi CTafii BUPOOGHMLTBA- 3 BUKOHYBaHUX
0bMexeHoto doyHKLil (BCi cTagii BAPOOGHMLTBA, KOHTPOSb
BiANOBIAA/ILHICTIO SAKOCTI, BUMYCK cepil) BUPOGHMKa
"hapmMaueBTNYHaA ToBapnCcTBO 3 0OMEXEHOI0
KommMaHisa "3gopoB'sa", BignoBiAanbHICTIO «JocniaHnii 3aBog,
YkpaiHa «THLIC» YkpaiHu
238. | LEBOMNIM MOPOLLIOK A1 PO3UUHY My6niyne YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/10490/01/01
Ans iH'ekuii no 500 akuioHepHe TOBapucTBO "HaykoBo- MaTepianis: 3MiHU | TUNY - 3MiHKX 3 AKOCTI.
Mmr, 1 doniakoH 3 TOBapucTBO BMPOGHWYNIA LEHTP [oTOBWIA Nnikapcbkumii 3aci6. Cuctema
nopoLLKoMm, 1 cpriakoH "HaykoBo- "BopLuariBcbkuii XiMiko- KOHTeliHep/3akynopoBasibHWii 3aci6. 3miHa
3 NMOPOLLKOM Y navui 3 BUPOBHWYNIG dhapmaLeBTUYHMI PO3Mipy YNakoBKW roTOBOrO /iKapCbKOro
KapToHy LieHTp 3asog" 3acoby (BU/TyYEHHS YNaKoBKY NEBHOMO
"Bopuiariscb PO3Mipy) - BUlyYEHHS BUAY YNakoBKuW: Mo 5
KW Ximiko- donakoHiB 3 NOPOLLKOM Y KaceTi; no 1 kaceTi
hapmaueBT y neHani (BBeAeHHs 3MiH NPOTAroM 3-x
NYHWI MiCALIB MIiCNA 3aTBEPKEHHS)
3asof"
239. | LEBOMNIM MOPOLLIOK A1 PO3UUHY My6niyne YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiHnx 3a peyenmom UA/10490/01/02
onsiHekuimnolr, 1 akuioHepHe TOBapucTBO "HaykoBo- MaTepianis: 3MiHM | TUMY - 3MiHK 3 AKOCTI.
h/1aKOH 3 MOPOLLKOM, TOBapUCTBO BMPOGHWYUIA LEHTP ['oTOBWIA Nnikapcbkumii 3aci6. Cuctema
1 dpnakoH 3 NOPOLLKOM "HaykoBo- "BopLyariBCbKWiA XiMiko- KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3miHa
y nayui 3 KapToHy BUPOGHWUNIA hapmaueBTUUHWIA PO3Mipy yNakoBKM rOTOBOTO /liKapCbKOro
LeHTp 3asog” 3acoby (BU/TyYEHHS YNaKkoBKU NEBHOMO
"Bopuiariscb PO3Mipy) - BUlyHEHHS BUAY YNakoBKK: Mo 5
KW XiMiko- onakoHIiB 3 MOPOLLKOM Y KaceTi; no 1 kaceTi
thapmaueBT y neHani (BeBegeHHs 3MiH NpoTAroM 3-x
NYHWiA MICALIB MiCNA 3aTBEPLKEHHS)
3asof"
240. | LEBOMIM NOPOLLOK A/19 PO3UYNHY My6nivHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/10490/01/03
ansiH'ekuiino2r, 1 akuioHepHe TOBapucTBO "HayKoBo- marepianis: 3mMiHu | TMNy - 3MiHW 3 AKOCTI.
h/1aKOH 3 MOPOLLKOM, TOBapUCTBO BMPOGHWYUIA LEHTP [oTOBWIA Nnikapcbkumii 3aci6. Cuctema
1 chnakoH 3 NOPOLLKOM "HaykoBo- "BopLyariBcbKuiA XiMiko- KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
y nayui 3 kKapToHy BUPOBHNUNIA thapmaLeBTUYHMI pO3Mipy YNnakoBKV roTOBOTO J1iKapCbKOro
LieHTp 3asog” 3aco0y (BU/TyYEHHS YNaKOBKM NEBHOrO
"BopLuariscb PO3Mipy) - BUTyYEHHS BUAY YNakoBKW: No 5
KniA Ximiko- h/1aKOHIB 3 MOPOLLKOM Y KaceTi; no 1 kaceTi
chapmaueBT y neHani (BBegeHHs 3MiH NpoTsArom 3-x
WNYHWIA MicAILiB MicNs 3aTBEPIKEHHS)
3asofa”
241. | UENECTOAE | ma3b 0,1%no15r LepiHr- LLBeiuapis LWepiHr-MNnay /la6o H.B. Benebris BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/9500/01/02
PM-B® a6o0 30 r B TYy6i; no 1 Mnay MaTepianis: 3miHu | TMNy - 3MiHK WoA0
Ty6i B KAPTOHHI CeHTpan Ict 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
KopooLi 3 Al BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
MapKyBaHHSM [aHux Npo cuctemy dpapmakoHarisgy




148

n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

YKpPaiHCbKOH0 MOBOK

(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy chapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
3fjlicCHeHHs1 hapmakoHarnagy; KOHTakTHOI
ocobu 3 chapmakoHarnsgy 3asBHMKa 415
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YNOBHOBaXEHOI
ocobw, BignoBiga/IbHOI 3a 34iNCHEHHS
thapmakoHarnagy (BKovatum KOHTaKTHi
OaHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MicUs 34iICHEHHA OCHOBHOI Ais/IbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLie3HaxX0MKEHHSI MacTep-dhainna.

242.

LENECTOAE
PM-B® 3
rAPAMILUVH
oM

kpem no 30 r y Ty6i; no
1 Ty6i y KAPTOHHIl
Kopobui

LWepiHr-
Mnay
CeHTpan IcT
Al

LLBeiuapis

LWepiHr-MNnay /la6o H.B.

Benbris

BHECEHHS 3MiH 0 peecTpavyinHmx
MaTepianis: 3miHu | Tuny - 3MiHK WoAa0

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

BBegeHHsA ab0 3MiHU [0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHKX NPO
cuctemy chapmakoHarniagy, 3miHa
YNOBHOBaXEHOT 0CO6M, BiANOBiAaNLHOI 3a
3[jificCHEHHSA hapMakoHarnsay; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asBHuKa As
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iNCHEHHS]
hapMakoHarnaay (BK/1oHatoum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MicLsl 34iACHEHHSA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLle3Hax0oMKEHHS1 MacTep-haiina.

3a peyenmom

UA/3403/01/01

243.

LENECTOAE
PM-B® 3
FAPAMILIVH
oM

Masb 1o 30 r B Ty6i; no
1 T1y6i y KApTOHHIN
KopooLi

LepiHr-
Mnay
CeHtpan Ict
Al

LBeliuapis

LWepiHr-Mnay Na6o H.B.

Benbris

BHECEHHS 3MiH 1O peecTpaLifiHnx
MaTepianis: 3miHu | TMny - 3MiHK WoA0

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

BBeaeHHs ab0o 3MiHU A0 y3arasbHeHNX
[JaHvx npo cuctemy dapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPo
cuctemy hapMakoHarnagy, amiHa
YMOBHOBaXXEHOT 0CO6M, BifgnoBiganbHOI 3a
3iiCHEeHHS1 hapMakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy 3asBHuKa 415
3[ilicCHEHHS1 dpapMakoHarnsay B YkpaiHi,
SKLLIO BOHA BifAMiHHA Bif YNOBHOBaXKEHOI

3a peyenmom

UA/3403/02/01
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
oco6u, BiANoOBIfabHOI 3a 3A4iACHEHHS
thapmakoHarnagy (BKovaym KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MiCLS 34iICHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLLe3HaX0KEHHS1 MacTep-doaiina.
244. | UETPUNEB TabneTku, BKpUTI €Bpo IHAjsa ®AC Nimiten IHAjsa BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/9079/01/01
NNiBKOBOIO Navichkep mMaTepianis: 3MiHa 3asBHVKa (B/1aCHUKa
060/10HKOI0, 10 5 Mr MpaiisiT peecTpauiiHoro noceigYeHHs) (3rigHo
no 10 TabneTok y Nimiten Hakaly MO3 Big 23.07.2015 Ne 460):
6nicTepi; no 1, no 3 3arBepaxeHo:Euro Lifecare Ltd, United
a6o no 10 6nicTepis B Kingdom/Espo Navichkep /T4, Benuka
KapTOHHI/ KopoobLi BpuTaHis. 3anponoHoBaHo: Euro Lifecare
Private Limited, India/€Bpo Navichkep
MpaiisiT MlimiTen, IHAiA.BBeAEHHA 3MiH
npoTarom 3-x MicALIB Micaa 3aTBEPAKEHHS.
245. | UE®PA3O/IH- | nopowok ans po3ymHy My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/4616/01/02
BX®3 Ans iH’ekuii no 1000 akujioHepHe TOBapucTBo "HayKoBo- marepianis: 3mMiHu | TUny - 3miHa po3mipy
Mmr, 1 doiakoH 3 TOBapuCTBO BMPOGHNYMI cepii (BKIKOYAKOUM gjianasoH po3mipy cepir)
nopotukom; 1 dpnakoH "HaykoBo- LeHTp"bopLuariBCcbkuii roTOBOrO JlikapcbKoro 3acoby;
3 MOPOLUKOM Y nauuj 3 BUPOBHNUNIA XiMiKo-chapmaL,eBTUYHMI 3anponoHoBaHo: Big, 6,5 kr [0 266,5 kr,
KapToHy; 5 donakoHiB 3 LEeHTP 3aBog" (po3mip cepii y hnakoHax Big 5697 (ouik.
NOpPOLLKOM Y KaceTi; no | “bopuiariscb Buxig 5106 - 6320) o 233 590 (ouik. BUXig
1 kaceTi B neHani 3 KWIA Ximiko- 209 367 - 259 133)
KapToHy; 1 donakoH 3 thapmaueBT
MOPOLLKOM Y NYHWI
KoMMekTi 3 1 3asopg"
amnysio Po3vnMHHMKA
(Bofa ans iH'exuiit) no
5 mn a6o no 10 mny
KaceTi; no 1 kaceTi B
naJui; 1 dpnakoH 3
MOPOLLKOM Y
KomnnekTi 3 1
amny o Po34MHHMKA
(Bopa Ans iH'ekuiid) no
5 mn abo no 10 mn B
nauti 3 KAPTOHHO
neperopojxoo
246. | LE®YPOKCWU | nopoLloK OS5 pOo3ynHYy My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpavyinHmx 3a peyenmom UA/0565/01/02
M-BX®3 Ans iH'ekuii no 750 akuioHepHe TOBapucTBo "HaykoBo- MaTepianis: 3MiHW | TUNY - 3MiHK 3 AKOCTI.
mr, 1 donakoH 3 TOBapUCTBO BUPOGHNUUIA LLEHTP FoTOBWIA nikapcbkuii 3aci6. CTabinbHICTb.
MOPOLLKOM Yy navui 3 "HaykoBo- "BopLyariBCbkuiA XiMiko- 3MiHa y TepmiHax npugaTtHocTi abo ymoBax
KapToHy; 5 d/1akoHiB 3 | BUPOBHMYMIA hapmaLeBTUYHWMIA 36epiraHHs roToBOrO J1iKapCcbKoro 3acoby
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
NOPOLLKOM Y KaceTi; no LEeHTp 3aBog" (36iNbLUEHHA TEepMiHY NPUAATHOCTI FOTOBOIO
1 kaceTi y neHani 3 "BopLuariscb niKkapcbKoro 3acoby) - [ns Toprosoi
KapToHy KNI Ximiko- yMakoBKM (NiATBEPAXYETbCA JaHUMMN
hapmaueBT peasnibHOro 4acy) - 36i1bLLUEHHSA TEPMiHY
NYHUIA NpUAATHOCTI FOTOBOTO JTiKApCbKOro 3acoby
3asoa" (3aTBEPKEHO: 2 POKY; 3anNpONOHOBAHO: 3
poku). BBeeHHS 3MiH NpoTAroM 3-x micsLiB
nicns 3aTBepakeHHs
247. | LE®YPOKCHU | nopowlok ansi po3ymHy My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyernmom UA/0565/01/03
M-BX®3 ans iH'ekuiino 1,5, 1 akuioHepHe TOBapucTBO "HaykoBo- MaTepianis: 3MiHM | TUNY - 3MiHK 3 AKOCTI.
pNakoH 3 MOPOLIKOM Yy | TOBapUCTBO BUPOBHNYNI LLEHTP oTOBUIA Nikapcbknii 3aci6. CTabiNbHICTb.
naJui 3 KapToHy; 5 "HaykoBo- "BopLyariBcbkuiA XiMiko- 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
(h/1aKOHIB 3 MOPOLLKOM | BUPOBHWUYMIA thapmaueBTUYHWIA 36epiraHHs roOTOBOrO J1ikapCbKOro 3acoby
y kaceTi; no 1 kaceTi 'y LeHTp 3aBog" (36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
neHani 3 KapToHy "BopLuariscb nikapcbKoro 3acoby) - 15 Toprosoi
KWIA Ximiko- ynakoBkuM (NiATBEPAKYETLCA AaHNUMU
thapmaueBT peasnibHOro Yacy) - 36iIbLIEHHS TEPMiHY
NYHWIA NpVUAATHOCTI FOTOBOTO NiKapPCbKOro 3acoby
3asofa” (3aTBEPMAXKEHO: 2 POKYM; 3aMpPOnNoOHOBaHO: 3
poku). BBEeAEHHS 3MiH NpoTArom 3-x MicAuiB
nicns 3aTBepKeHHs
248. | UMHAKANDBL, | Tabnetku, BKpUTI MicTpan AHrnis [bkn | dapmac'toTikanc Bonrapisi/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/16373/01/01
ET-BICTA NNiBKOBOIO Kenitan Nta. Bonrapis Icnanis/ MaTepianis: 3miHu | TMny - 3MiHK WoA0
060n0HKot0, No 30 Mr MeHexmeH (NepBuHHe Ta BTOPUHHE Yini/ 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
no 14 tabnetok y T NlimiTeq, naxyBaHHs); CiHTOH Yecbka BeefieHHs ab0 3MiHU [0 y3arasibHeHNX
6nictepi; no 2 Xicnanis, C.J1., IcnaHis Pecny6nika OaHuX Npo cuctemy dhapmakoHarisgy

6nicTepn y KapTOHHIl
nauuj

(NepBWHHE Ta BTOPUHHE
nakyBaHHs, BUNYCK
cepii); CiHTOH Yini /Tg,
Yini (BMpo6GHMLTBO);
CiHTOH, C.p.0., Yecbka
Pecny6nika (BMnyck
cepir)

(BBEAEHHSA y3araslbHEHUX AaHKX NPo
cuctemy hapMmakoHarniagy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BifgnoBiganbHOI 3a
3iiCHEeHHS1 dhapMakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy 3asBHUKa 415
3[ilicCHEHHS1 dpapMakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YNOBHOBaXEHOI
oco6u, BiANoBIfabHOI 3a 3AiACHEHHS
hapMakoHarnsay (BK/IHatoum KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
(haiitna cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6MU, BifgnoBiganbHOI 3a
hapmakoHarnag;

[litoua pepakuin: Ay6ay TeTaHa BikTopiBHa;
MponoHoBaHa pepakuis: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHnX yrnoBHOBaXeHOI ocobu,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MiHa
Micus 3AiCHEHHA OCHOBHOI Ais/IbHOCTI 3
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3asBHuk

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsioYeHHs

chapmakoHarnagy.
3MiHa MicLe3HaxomKeHHs macTep-daiina.

249.

LMHAKANBL,
ET-BICTA

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOH0, No 60 Mmr,
no 14 tabnetok y
6nictepi; no 2
611icTepy y KapTOHHiN
nauui

MicTpan
Kenitan
MeHemxmeH
T NlimiTeq,

AHrnisA

[bkn | dapmac'toTikasnc
Nta., Bonrapis
(nepBWHHE Ta BTOPUHHE
nakysaHHs); CiHTOH
XicnaHist, C.J1., Icnanis
(nepBWHHE Ta BTOPUHHE
nakyBaHHS, BUNYyCK
cepii); CiHToH Yini NTg,
Yini (BMpo6HMLTBO);
CiHTOH, C.p.0., Yecbka
Pecny6nika (Bunyck
cepii)

Bonrapis/
IcnaHis/
Yini/
Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpavyinHmx
MaTepianis: 3miHu | TMny - 3MiHK WoA0

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

BBegeHHA ab0 3MiHU [0 y3arasibHeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHKX NPO
cuctemy chapmakoHarniagy, 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAaNLHOI 3a
3[jiicHEHHS hapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnsagy 3asBHuKa As
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iNCHEHHSI
hapMakoHarnaay (BK1oHatoUm KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAaNLHOI 3a
hapMakoHarnag:

[itoua pepakuis: [lybay TeTsHa BikTopiBHa;
MponoHoBaHa pepakuin: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXeHOI 0cobu,
BiANOBIAa/ILHOT 3a hapmakoHarnsag. 3MiHa
MiCLS 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-daiina.

3a peyernmom

UA/16373/01/02

250.

LMHAKANBL,
ET-BICTA

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOt0, MO 90 Mr,
no 14 TabneTtok y
6nicTepi; no 2
6nicTepy y KapTOHHIl
nauui

MicTtpan
Kenitan
MeHemxmeH
T NimiTepq,

AHrnisA

[bkn | dapmac'toTikasnc
Ntp. Bonrapis
(nepBrHHE Ta BTOPUHHE
nakyBaHHs); CiHTOH
XicnaHis, C.J1., IcnaHis
(nepBrHHE Ta BTOPUHHE
nakyBaHHs, BUMYyCK
cepii); CiHToH Yini NTg,
Yini (BMpo6bHMLTBO);
CiHTOH, C.p.0., Yecbka
Pecny6nika (Bunyck
cepii)

Bonrapisi/
IcnaHis/
Yini/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTtepianis: 3miHu | TUny - 3MiHW WoA0
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHsA abo 3MiHM [0 y3arasibHeHNX
[JaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarssgy, 3miHa
YMNOBHOBaXeHOT 0cobu, BignoBifanbHOI 3a
3[jiliCHeHHs1 hapmakoHarnaay; KOHTakTHOI
0cobu 3 thapmakoHarnsgy 3asBHuKa A/1s
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
ocobw, BignoBiga/IbHOI 3a 34iCHEHHS]
hapmMakoHarnagy (BK/1o4HatoUm KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
YNOBHOBaXKEHOI 0co6M, BiaNoBigaNbLHOI 3a

3a peyenmom

UA/16373/01/03
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n/n

Hassa
NliKapcbKo20
3acoby

Popma surnycky

3assiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsi04YeHHs1

chapmakoHarnsag;:
[itoya pepakuis: [lybay TeTsaHa BikTopiBHa;
MponoHoBaHa pepakuis: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[JaHvx yroBHOB&XeHOI 0cobu,
BiANOBiAaNbHOI 3a chapmakoHarnsg,. 3miHa
MicLSl 34iICHEHHSA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsagy.
3MiHa MicLle3HaxoMKeHHs1 MacTep-thaina.

251.

OHIBIT

TabneTtkn, BKPUTI
NNiBKOBOO
o060n0Hkoto; no 10
TabneTtok y 6nictepi;
no 3 6nictepu y navu,i

AT
"KUIBCbKW
i
BITAMIHHM
" 3ABOA"

YKpaiHa

AT "KUIBCbKWIA
BITAMIHHU 3ABOA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMNY - NOJAaHHS HOBOTO
Ceptudikaty RO-CEP 2013-165-Rev 01 ans
A®I MipnAOKCHHY rigpOXI0puz Bif, BXe
3aTBEPAKEHOro BUPOGHHMKA, SIK HACNigoK
BWJIyYeHHs 3i cneuudikauii APl KOHTpoNb 3a
NoKasHUKOM "Badkki meTanu" ans BUpobHuKa
Jiangxi Tianxin Pharmaceutical Co., Ltd.,
Kutaii

6e3 peyenma

UA/5450/01/01

HauvanbHUK Bigainy 3 nutaHb (hapmayeBTUYHOT
AianbHocTi JlenapTamMeHTy peanisauii NONITUK

T.M. IacKkoBCbKuUn




NEPENIK

JopaTtok 4

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

24.06.2019 Ne 1438

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOTNI4YHUX NPENAPATIB), AKUM BIAMOBJ/IEHO Y AEP)XXABHIN PEECTPALII,
NEPEPEECTPALYI TA BHECEHHI 3MIH 4O PEECTPALIIMHNX MATEPIA/IB
TA AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa ®dopma sunycky 3asBHUK Kpaina Bupo6HuK KpaiHa lMiocmasa lMpoyedypa
n/n JliKapcbK0O20
3acoby
1. ALETUNCANILY, | TabneTkn no 500 mr MAT YkpaiHa MAT YkpaiHa 3acifgaHHs BigmoBuTM Yy 3aTBepA)KeHHi - TexHiyHa nomuska (3rigHo Hakasy MOS3 Big,
NNOBA Ne10 6nicTepax "Ny6Hnchapm" "Nly6Hnchapm” HTP Ne 20 23.07.2015 Ne 460), B MeTOoAax KOHTPOJIO AKOCTI 3a MOKa3HUKOM «PO3YMHEHHS»,
KNCNOTA Big, OCKiNbKWN He nignagae nif BU3Ha4YEeHHS TeXHIYHOI noMunkv (NignyHkTy 3, 4, 5 NyHKTY
23.05.2019 | 2.4. Posginy VI MNopsgky NPOBEAEHHS EKCNepTu3W peecTpauiiHux matepianis Ha
nikapcbki 3acobu, WO nofalTbCA Ha AepXaBHYy peecTpauiio (MepepeecTpadii), a
TakoX eKkcnepTu3u maTepiasliB NPO BHECEHHsI 3MiH [0 PeecTpauiiiHux martepianis
NpOTArom Aii peecTpauiiHoro NocBigYeHHs)
2. FEAEPVH cupon; no 90 mny TOB "OKn YkpaiHa TOB "OKI YkpaiHa 3acigaHHs BigmMoBUTM y 3aTBEpPAXEHHI - 3MiHM | TNy - 3MiHa y KOPOTKiiA XapakTepucTuui
nnwoLy thnakoHi abo 6aHui; no | "dapmauesTu "@apmaueBTu HTP Ne 20 nikapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta iHCTPYKLUIT Ans MeAVYHOro 3aCTOCyBaHHS
1 conakoHy abo 6aHLi yHa thabpuka" yHa thabpuka" Big, Ha MiAcTaBi perynsipHo OHOBJ/IKOBAHOrO 3BIiTY 3 6e3neku fikapcbkoro 3acoby, abo
3 [03Y04O0I0 23.05.2019 | pocnimkeHb 3 6Ge3nekn 3acToCyBaHHSA JiKapcbKOro 3acoby B nicnsipeecTpauiiHuii
CKMISIHOYKOIO B NauLli nepiog, abo Ak pesynbTar OLiHKM 3BiTy 3 AOCAIMKEeHb, NPOBEAEHUX BiAMNOBIAHO A0
nnady negiatpuuHnx gocnigpkeHs (PIP) (iHwi 3miHn) (B.1.3. (X) IB) OCKifibku
06r'pyHTYBaHHS 3asBHUKA LLOAO PO3LUMPEHHA cdepy 3acTOCYBaHHA LiTAM (He 3 2-X,
a 3 1-ro poky) He AaloTb MiAcTas A1 BHECEHHA OHOBMEHOI iH(hopMAaLLii B IHCTPYKLItO
0N Me[MYHOro 3acToCyBaHHS 3a 3asBfieHo 3MiHOoW B.1.3.(x), 1B. Okpim TOrO,
npeAcTas/ieHa 3asiBHVKOM OHOBJ/IEHA iHDOpMaLLis cynepeuntb pekomeHgauiam EMA
Big 21.11.2017 p. CTOCOBHO fiKapCbKUX 3ac06iB, SiKi MICTATb M/OW,. 3 Ornsay Ha ue
Ta BPaxoBYHOUN HeraTuMBHUI BUCHOBOK YNpaBfiHHA eKcrnepTusu marepiasiis LoAo
6e3nekn nikapcbkMx 3acobiB npeAcTaBrfieHi 3MiHW B PO34inn iHCTPYKLii Ans
MEeAMYHOro 3acTocyBaHHA «[1poTUNokKasaHHs», «OCO6MBOCTI 3aCTOCYBaHH:»,
«Cnocib 3acTocyBaHHsI Ta f03u», «[iTn», B TOMy 4ncni y po3gin "Mepeno3syBaHHa"
He MOXyTb 6yTN BHECEHI
3. KANbLIO Tabnetkv no 500 wmr, MAT YkpaiHa MAT YkpaiHa 3acifaHHs BigmoBuTM Yy 3aTBepAKeHHi - TexHiyHa nomunika (3rigHo Hakasy MO3 Big,
FMIOKOHAT no 10 TabneTtok y "Ny6Hn1chapm" "Ny6Hnchapm” HTP Ne 20 | 23.07.2015 Ne 460) B cneuudikauii i meTogax BWNPoOYBaHHA 3a MOKA3HUKOM
6nicTepax Big, «PO3U/MHEHHS», OCKINIbKA He nignagae nif BU3HAYEHHA TEXHIYHOI MOMWUIIKN
23.05.2019 | (nignysktv 3, 4, 5 nyHkty 2.4. Posginy VI lMopsgky NpoOBeAEHHS eKcrnepTusn

peecTpauiiHux MaTepiasiiB Ha Jlikapcbki 3acobw, WO NOJAlTbCA Ha AepXaBHY
peecTpauito (NnepepeecTpauito), a TakoX ekcnepTnsn MaTepiasliB NPO BHECEHHS 3MiH
[0 peecTpavjiiiHux maTepianis NPOTAroM Ajii peecTpayiiiHoro NocBigYeHHs)
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina rNiocmasa lMpoyedypa
n/n JNliKapcbKo20
3acooby
4, MINYPUT® Tabnetku no 300 wmr, 3AT YropwumHa 3AT YropwmHa | 3acigaHHs BigmoBuTY y AepXaBHili peecTpauii - peecTpauisi Ha 5 pokis
no 30, a6o no 40, abo dapmaueBTUY dapmaneBTuy HEP Ne 8 . o . L. .
no 60, a6o no 70, a0 | Hwii 3aBoA HWii 33807 Big BiAMOBa y AepxaBHili peecTpauii Ha eTani cneuianisoBaHoi ekcnepTusu
1o 80 a6o no 120 EFIC ETIC, 25.04.2019 BifANOBiAHO BUCHOBKY YNpaB/iHHA eKCrnepTusn matepianis 6ioekBiBasIEHTHOCTI
TaBneToK y hnakoHi: YropimHa - 3a pesynbTatamu eKcnepTnsu pecc1pauin?’||-mx _MaTepianiB BCTaHOB/IEHO, WO
no 1 chnakoHy B nauui (epBuHHe, npeAcTaBieHi PesynbTaTn AOC/ifKEHHs _6|oeKB|BaneHTHocT| He MOXyTb oyTHn
BTOPUHHE NPUIAHATI ANA AoKa3y GioeKBiBaJIGHTHOCTI 3asB/IeHMX NpenapartiB, OCKi/IbKu B
naKyBaHHs, pocnimpxkeHHi He poBeAeHa OGioeKBiBasIeHTHICTb 3rigHO Bumor HactaHoBu
BUNYCK Cepii; [ocnipxeHHs GioekBiBaneHTHOCTi CT-H MO3Y 42-7.2:18
BMPOBHULTBO
Hepo3dacoBa
Horo
npenapary,
KOHTPO/b
cepii)
5. MINYPUT® Tabnetku no 100 wmr, 3AT YropwumHa 3AT YropwmHa | 3acigaHHs BigmoBuUTY y AepXaBHili peecTpauii - peecTpauisi Ha 5 pokis
no 40, a6bo no 50, abo dapmaueBTUY dapmaneBTuy HEP Ne 8 . o . L. .
no 60, a6o no 70, a6o | Hwii 3aBoA HWii 33807 Big BiAMOBa y JAepxaBHili peecTpauii Ha eTani cneuianizoBaHoi ekcnepTusun
no 80 a6o no 120 ErC ETIC 25.04.2019 BIANOBIAHO Ao BUCHOBKY YHpaBnIHHH eKcnepTusn mMarepianis
TabneTok y chnakoHi; GioeKBiBa/IEHTHOCTI - 3a pe3ynbTaraMmu eKcnepTusu peecTpauiiHnx MaTepianiB
no 1 chnakoHy B nauu BCTaHOB/IEHO, Lo npepcras/ieHi pesynbTaTtun BOCNiMKEHHA
6GioeKBiBa/IEHTHOCTi HE MOXYTb GYTU NPUITHATI ANA [OKa3y GioeKBiBa/IEHTHOCTI
3afABNIeHUX npenapartiB, OCKi/IbKM B  [AOCNIMKEHHI He  AoBejeHa
GioeKBiBa/IEHTHICTb 3rigHO BUMoOr HacTtaHoBu [ocnipxeHHsn
GioekBiBasieHTHocTi CT-H MO3Y 42-7.2:18
6. HIMECYNIA Tabnetkv no 100 wmr, MAT YkpaiHa MAT YkpaiHa 3acifaHHs BigmoBuUTM Yy 3aTBepAKeHHi - TexHiyHa nomunka (3rigHo Hakasy MO3 Big,
no 10 TabneTtok y "Nly6Hnchapm" "Nly6Hnchapm" HTP Ne 20 23.07.2015 Ne 460) B cneuudikalii i MeTogax KOHTPO/IKO SIKOCTi 3a MOKA3HUKOM
6nicTepi, no 3 Big, «PO34/HEHHSA», OCKINIbKM He nignagae nif BU3HAYEHHA TEXHIYHOI MOMWUIIKN
6nicTepu y nauui 3 23.05.2019 | (nignysktv 3, 4, 5 nyHkty 2.4. Posginy VI lMopsgky NpoBeAEeHHS eKkcrnepTusun
KapToHy; no 10 peecTpauiiHMX MaTepianiB Ha Jlikapcbki 3acobu, WO MNOAAITbCA Ha AepXaBHY
TabneTok y 6nictepax peecTpauito (nepepeecTpauito), a TakoX ekcnepTnsn MaTtepiasliB NPO BHECEHHS 3MiH
[10 peecTpavujiiiHux maTepianis NPOTAroM Ajii peecTpaliiiHoro NocBigYeHHs)
7. MAHIMYH Kancynm m siki no 25 MaHaues IHais MaHaues IHais 3acigaHHs BigmoBuTKY y AepXaBHiii peecTpauii - peecTpauis Ha 5 pokis
BIOPAN mr, 50 mr, a6o 100 mr BioTek NimiTen, Biotek /T4, HEP Ne 6 . . L . . . .
(6YNO: Ne 30 (6x5) y 6nicTepi Big BiiMOBa Ha eTani criel|ianisoBaHol ekcnepTu3n BiANOBIAHO [0 BUCHOBKY YNpaB/iHHA
NAHIMYM 28.03.2019 eKcnepTusu martepianis 3 6ioekBiBaNIEHTHOCTi: "3a pesynbTatamn ekcrnepTusun
BIOPAN peecTpauiiHx  maTepiasiB  BCTAHOB/IEHO, WO MpeAcTaBfieHi  pe3ynbTatn
[OCNiKEHHS  GIOEKBIBa/IGHTHOCTI  HEe MOXYyTb OyTWM NpuiAHATI  Ona  gokasy
6ioeKBiBa/IEHTHOCTI 3as1BNIeHMX NpenapariB, OCKi/Ibk1 BiANOBIAHO A0 BUMor Guideline
on the Investigation on Bioequivalence (CPMP/EWP/QWP/1401/98 Rev.l) po
Ail0YNX PevyoBMH 3 BY3bKMM TepaneBTUYHUM IHAEKCOM OTpUMaHi pesynbtatu
hapMakokiHeTUYHNX napameTpiB Cmax Ta AUCO-t MaloTb fiexarn y Mexax
6ioeksiBasieHTHOCTi 90.00-111.11% "
8. CEHALEKCUH Tabnetku no 70 mr; no NAT YkpaiHa NAT YkpaiHa 3acigaHHs BigMoBUTU Yy 3aTBepAXEHHi - TexHiyHa nomunka (3rigHo Hakazy MO3 Big
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6nicTepis y nauui; no
10 TabneTok y
6nictepax; no 10
TabneTtok y 6nictepi,
no 10 6nicTepis y
navui

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina rNiocmasa lMpoyedypa
n/n JNliKapcbKo20
3acooby
10 TabneTok y "ly6Hnchapm" "Nly6Hnhapm" HTP Ne 20 23.07.2015 Ne 460)
6nictepax Bif, B MeTOoAax KOHTPOJIO SKOCTi 3a MOKA3HMKOM «PO3UYMHEHHS», OCKi/IbKU He nignagae
23.05.2019 | nig BM3HAYeHHS TexHiYHOi momunku (nignyHktn 3, 4, 5 nyHkty 2.4. Posginy VI
Mopsaaky NpoBeAEHHSI eKCNepTU3n peecTpauiiHnx MaTepiasliB Ha nikapcbki 3acoou,
L0 MOAAKTLCS Ha AepXaBHy peecTpauilo (nepepeecTpadito), a TakoX ekcnepTusn
mMartepianiB Mpo BHECEHHS 3MiH [0 peecTpauiiiHix MaTtepianis npoTarom  Ail
peecTpaLiiHOro NocBigYeHHs)
9. LUNTPAMOH Y Tabnetku, no 6 MAT YkpaiHa MAT YkpaiHa 3acifgaHHs BigmoBuTM y 3aTBepA)KeHHi - TexHiyHa nomuska (3rigHo Hakasy MOS3 Big,
Tabnetok y 6nictepax; | "“/ly6Hucpapm" "Nly6Hnchapm” HTP Ne 20 | 23.07.2015 Ne 460)
no 6 TabneTok y Big, B cneuudikauii i MeTogax KOHTPOSIO SAKOCTi 3@ NOKAa3HUKOM «PO3UMHEHHS», OCKINbKK
6nicTepi, no 10 23.05.2019 | He nignagae nig BM3HAYEHHS TeXHiYHOI nomunku (NignyHkTv 3, 4, 5 nyHkTy 2.4.

Posginy VI Topsaky npoBeAeHHs eKCnepTu3n peecTpauiiHux maTtepianis Ha
nikapcbki 3acobu, WO NofalTbCs Ha AepXaBHy peecTpauito (nepepeecTpadiio), a
TakoX ekcnepTv3n maTepiasliB NPO BHECEHHS 3MiH [0 peecTpauiiiHux marepianis
NpOTAroMm Aii peecTpauiiiHoro nNocBig4YeHHs)

HavyanbHUK Bigaginy 3 nutaHb papmaleBTUYHOI
AisnbHocCTI [lenapTaMeHTy peasisauii NONiTUK

T.M. IACcKOBCbKUn
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