MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAITHA

HAKA3

Kuis

29 rpyans 2020 p. Ne 3072

IIpo jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JIKapCcbKHX 3aco0iB (MegMUHUX
iMmyHo0Oio/T0TiYHHX NpenapaTiB) Ta BHeCeHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco06m», MyHKTIB 5,
7, 10 Tlopsaky [mep>kaBHOI peecTpariii (miepepeecTpaiiii) JliKapCbKUX 3acobiB,
3aTBep/pKeHOro MocTaHoBoi0 Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3arBepmkeHHs IlopsigKy [epKaBHOI peecTpalii (mepepeecTpariii)
miKapcbKuX 3acobiB i po3mipiB  300py 3a iX fAepKaBHY peecTpariito
(riepepeecTpailito)», ab3ally ABaALATL CbOMOTO HiAMYHKTY 12 myHKTY 4 TTonoxeHHs
rnpo MiHiCTepCTBO OXOpPOHM 370pOB’S YKpaiHW, 3aTBepKeHOro II0CTaHOBOIO
Kabinery MinicTpiB Ykpainu Big 25 6epe3nsi 2015 poky Ne 267 (B pepakiiii
nocraHoBu Kabinety MiHicTpiB Ykpainu Biz 24 ciuns 2020 poky Ne 90), Ha mizcTaBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUuX MarepiaiiB JMiKapchKUX 3aco0iB (MeAuUHUX
iMmyHobGiosioriuHMx  mperapariB), 10 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHMX MaTepiajiB, TMPOBeJeHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIiB II0ZI0 edheKTUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOILIEHHSI KOPUCTH/PU3MK JIIKAPCbKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCcTpalliiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperrapaTv) 3rigHO 3
riepesikoMm (go#aTok 1).

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
riepesikoM (JoAaTokK 2).
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3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
MKapcbKUX 3aco0iB YKpaiHM Ha JiKapchkKi 3aco0w (MeguuHi imMyHoOiomoriusi
TriperiapaTH) 3TiJ{HO 3 MepeslikoM (JoAaTokK 3).

4. KoHTposb 3a BHUKOHAHHAM LbOIO0 Haka3ly I[IOK/JIaCTM Ha 3aCTyIHUKA
MiHicTpa 3 muTaHb €BPOIEUCHKOI iHTerpariii IBamenka I.A.

MiHuicTp Makcum CTEITAHOB



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), AKI BHOCATBLCA A0
AEP>XXABHOI'O PEECTPY JIIKAPCbKNX SACOBIB YKPAIHA

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

29.12.2020 Ne 3072

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapCcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acooby ynakoska) nocsioYeHHs1
1. E3AHTAN TabneTku, BKPUTI TOB HB® Ykpaina TOB HB® "MIKPOXIM" Ykpaina peecTpauis Ha 5 pokis 3a He UA/18515/01/01
NNiBKOBOK 060/I0HKOIO, "MIKPOXIM" (topugnyHa agpeca Ta MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionseae
no 10 mr, no 10 na6oparopisi isnko- OHOB/OBAHOTO 3BITY 3 6e3neku, BignoBigHO
TabneTtok y 6nictepi, no XiMiYHOro aHasi3y Ta 0o MNopsaky 3aiicHeHHs dhapMakoHarasay,
3 abo 6 6nicTepiB y KOHTPO/I0 BUPOBGHULTBA; 3aTBEPAKEHOro Haka3om MiHicTepcTea
nadui 3 kapToHy. Mo 30 BMPOGHUYA AiNbHULS; OXOPOHU 3[0POB’A YKpaiHu Big 27 rpyaHs
abo 60 TabneTok y nab6oparopis 2006 poky Ne 898, 3apeecTpoBaHoro B
6aHui, no 1 6aHuji y 6ionoriyHoro aHanisy) MiHicTepcTsi tocTuLi YKpaiHu 29 ciuna 2007
nauui 3 KapToHy poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHU 3[40POB'A YKpaiHu Bif
26 BepecHsa 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HavYeHnmn y
nepiogNYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.
2. E3AHTAN TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® "MIKPOXIM" YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18515/01/02
NNiBKOBOK 060/1I0HKOHO, "MIKPOXIM" (topugnyHa agpeca Ta MepiognyHICTb NOfAHHA PerynsipHo peyenmom | nidssieae
no 20 mr; no 10 naboparopis di3nko- OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
Tabnetok y 6nictepi, no XiMiYHOro aHanisy Ta 8o Mopsaky 3aiicHeHHs hapMakoHarisay,
3 abo 6 6nicTepiB y KOHTPO/IH0 BUPOBGHULITBA; 3aTBepXeHoro Hakasom MiHictepcTea
nauuj 3 kapToHy. Mo 30 BMPOGHMYA AiNbHULS; OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
abo 60 TabneTtok y naboparopis 2006 poky Ne 898, 3apeecTpoBaHoro B
6aHUi, no 1 6aHui y 6ionoriyHoro aHanisy) MiHicTepcTBi tocTuuil Ykpainum 29 ciuHsa 2007
nauui 3 KapToHy poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3ifHO 3i CTPOKaMK, 3a3Ha4YeHNMN y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.
3. nopa po3unH Ans [NlepxasHe YkpaiHa [lepxasHe YkpaiHa PeecTpauis Ha 5 pokis 6e3 nionsizae UA/18516/01/01
30BHIiLUHBOrO nianpueMcTB niaNpueMCTBO MepiognYHICTb NOAAHHS PerynsipHoO peyenma
3acToCcyBaHHs, o} "EKCnepuMeHTasIbHWiA OHOB/IIOBAHOTO 3BITY 3 6e3neku, BigNoBIAHO
cnmpToBuin 5%, y "EKcnepume 3aB0O MegnyHUX 0o MNopsaky 34icHeHHs hapmakoHarnsgy,
dhnakoHax o 10 mn, 20 HTasIbHUIA npenaparis [HCTUTYTY 3aTBEpAXEHOro Hakasom MiHicTepcTBa
M1 abo no 25 mn B 3aB0[, 6ioopraHivHOi Ximii Ta OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
rpynoBii ynaxkosLj MeaNYHUX HadpToximil 2006 poky Ne 898, 3apeecTpoBaHoro B
npenaparis HauioHanbHoi akagemii MiHicTepcTBi tocTuLi YkpaiHu 29 ciuna 2007
IHCTUTYTY HayK YkpaiHu" poky 3a Ne 73/13340 (y pefaxuii Hakazy
6ioopraHiyH MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bif,




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
o ximii Ta 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
HadgTOXIMiT 3riHO 3i CTPOKaMu, 3a3HaYeHUMN Y
HauioHanbH nepiognyYHOCTI NoJaHHSA perynsipHux 3BiTiB 3
oi akagemii 6e3neku.
Hayk
Ykpaiuun"
4. KUCEHb pignHa (cybcTaHuis) y AkuioHepHe YkpaiHa AKLiOHepHe ToBapuCTBO YkpaiH peecTpauis Ha 5 pokis - He UA/18518/01/01
MEANYHUIA KpIOreHHUX i30TepMiYHNX | TOBapUCTBO "Opfecbkuii nionsieae
PIAKWUIA EMHOCTAX AN "Opecbkuin npunopToBuMii 3asoa”
BMPOGHMLTBA npynopToBM
rasonopioHnx 1 3aBog”
Nikapcbknx hopm
5. KYUYMUKY® Kpanni HasasibHi, po34nH Henbta LLiBeiiuapi K.O. biodhapm C.A. PymyHis peecTpauis Ha 5 pokis 6e3 He UA/18502/01/01
HA3A/b 0,05 %, no 10 mny Megiken A MepiognyHICTb NOAAHHS PerynsipHo peuenma nionsieae
h1akoHi 3 HazanbHUM MpomoyLH3 OHOB/IKOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
annikatopom, no 1 Al 80 MNopsaaky 3aiicHeHHs hapMakoHarisay,
(p/1aKOHY B KapPTOHHii 3aTBEepXeHoro Hakasom MiHicTepcTBa
ynakoBLi OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM 340POB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHMMN y NepiognYHOCTI NOAaHHSA
perynspHux 3siTiB 3 6e3neku.
6. MAHKYPOHIKO nopoLlokK (cybcTaHuis) y TOB YkpaiHa Cikop Couy'eTa ITaniaHa ITanis PeecTpauis Ha 5 pokis - He UA/18517/01/01
BPOMIA CKNAHMX hriakoHax ans "BOPBAPT KopTikocTepoigun C.p.n. niosnsieae
hapmaLeBTUYHOro C ®PAPMA"
3aCTOCyBaHHSA

FeHepanbHUN AUpeKTOop
AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs

OnekcaHgp KOMAPIAA




NMEPEPEECTPOBAHUX NIKAPCbKX 3ACOBIB (MEAUNYHUX IMYHOBIONOTTYHUX MPEMAPATIB), AKI

NMEPENIK

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

29.12.2020 Ne 3072

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

dhakoHi-kanebHUL
Bottelpack, skuii
3aKpUBAETLCA
KPWLLIKOIO, LLIO
HarBMHYyeTbCA, 3
npo6iliHMkom; no 1
chrnakoHy-
KpanenoHuui B
KapTOHHI KOpO6L;
no 5 mn 'y driakoHi,
3 KpanesnbHuLe Ta
TBYHTOBOIO
KpWLLKOHO; no 1

(BMpOGHMLTBO
6asnky, nepBuHHe
nakyBaHHsl,
BTOPWHHE
nakyBaHHsl,
aHaniTNYHI
BMNPO6YBaHHS,
BUNYyCK cepii);
Na6opatopis
LLloBeH, ®paHuis
(BUPOBHULTBO
6as1Ky, nepBuHHe
nakyBaHHsl,

iHchopmawii), "MokasaHHs"(yToOUHEHHs iHdopmaLi),

"B3aemogis 3 iHWMMU SlikapcbkuMn 3acobamu Ta
iHWi BMAW B3aemogiii", "Oco6nmBoCTi
3actocyBaHHs", "MNepego3yBaHHs", "lNo6iuHi peakuii”
IHCTPYKLUT 419 MEeAUYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby BiANOBIAHO A0 OHOB/EHOT
iHchopma,ii Woao 6e3nekn 3acTocyBaHHs Ajiloyol
pPeyoBUHN.

MepiognyHICTb NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignosigHO A0 [opsaaKy 34iiCHEHHS
chapmakoHarnsagy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
1. APYTUMO/® | kpani O4Hi, pO34uH, TOB YkpaiHa [Op. F'epxapa MaHH HimeuunHa/ MepepeecTpalist Ha HEOOMEXEHN TEPMIH 3a He UA/4073/01/01
2,5 mMr/mn; no5Mny «BAYLU Xem.-thapm. ®abpuk dpaHuis OHOB/EHO iHGhopmaLito y po3ginax peyenmom | niossieae
nn1acTMKoBomy XEJIC» M6X, HimeuunHa "dapmakoTepanesTuyHa rpyna’ (yTouHeHHs
hnakoHi-kanebHUL (BpPOGHNLTBO iHchopmawii), "MokasaHHa"(yToUHeHHs iHdopmadi),
Bottelpack, sikuii 6asKy, NnepBrMHHE "B3aemMogis 3 iHWMMM NikapCbkumn 3acobamm Ta
3aKpUBaETbCA nakyBaHHs, iHWi BUAW B3aemogiit", "OcobnmnBocCTi
KPULLIKOIO, L0 BTOPUHHE 3actocysaHHs", "Mepefo3ysaHHaA", "Mo6ivHI peakuii”
HarBMHYyeTLCA, 3 nakyBaHHS, IHCTPYKUT 419 MeANYHOro 3acTOCyBaHHsA
npo6iliHMkom; no 1 aHasNiTUYHI nikapcbKoro 3acoby BiAgnoBiAHO A0 OHOB/EHOT
hakoHy- BUNPOBYBaHHSA, iHchbopma,ii LWoA0 6e3nekn 3acTocyBaHHs Ajitoyol
KpanenbHuui B BMNYyCK cepii); PEYOBUHN.
KapTOHHIA KopobL; Na6opatopis MepioAnyHICTb NOAAHHSA PErynspHO OHOB/IKOBAHOMO
no 5 MmNy drakoHi, LLloBeH, PpaHuis 3BiTy 3 6€3neku, BignoBigHO A0 MopsAKyY 34iNCHEHHS
3 KpanesbHULel Ta (BMPOGHNLTBO dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
rBMHTOBONO 6asnky, nepBuHHe MiHicTepcTBa OXOpPOHM 340P0B’'A YKpaiHu Big, 27
KpuLkoto; no 1 nakyBaHHs, rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
pNakoHy B aHasTITNYHI MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
KapTOHHIlA KopoobLi BMNPOOYBaHHS) Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 370p0B'A YKpaiHu Big, 26 sepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpoKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITiB 3 6e3neku
2. APYTUMO/N® | kpanii O4Hi, pO34¥H, TOB YkpaiHa [Op. Fepxapg MaHH Himeuunna/ MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/4073/01/02
5wmr/Mn;no5mny «BAYLU XeMm.-chapm. ®abpuk PpaHuis OHoOB/EHO iH(hopmaLito y po3gainax peyenmom | nionszae
na1acTUKOBOMY XEJIC» Mv6X, HimeuunHa "apmakoTepaneBTuyHa rpyna” (yTouHeHHs
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"Mo6iuHi peakyji" IHCTPYKUIT AN MEANYHOrO
3acTOoCyBaHHSA NikapcbKoro 3acoby BiANOBIAHO A0
OHOBEHOT iH(hopMaLyii LWoAo 6e3mnekn 3acToCyBaHHS
Ljit040T PeYOBUHN.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BITYy 3 6e3neku, BignosiaHo 0 MNopsaaKy 34iiCHEHHS:
dhapmakoHarnsagy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
chnakoHy B aHaniTNYHI MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
KapTOHHIli KopooLi BMNPOOYBaHHS) Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMKN y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3nekn
3. ALEETANC MOPOLLIOK AN1s ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsizae UA/4634/01/01
OPa/ILHOIO PO3YNHY, 3 06MeXeHO OHOB/IEHO iH(hopMmaLLilo y po3ainax peuyenma
100 mr/3r,no3r 06MexeHo BiANOBIAA/IbHICTIO "MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
MOPOLLKY B NakeTi; BignoBigaib "®apmaneBTuyHa nikapcbkuMn 3acobamu Ta iHWi BUaW B3aEMOgIin",
no 10 nakeTiB a6o 5 HICTIO KoMnaHis "3gopos'a” "Oco61BOCTI 3aCTOCyBaHHA", "3aCTOCYBaHHSA Y
cnapeHux nakeTiB y "papmaueBT nepiog, BaritTHoCTi abo rogyBaHHs
KapTOHHIli Kopoobui N4yHa rpyAAato”(yTouHeHHs iHdopmad,i), "Cnocio
KOMnaHis 3acTocyBaHHA Ta 031" (YTOUHEHHS iHhopmalii),
"3p0pos'a” "[iTn"(yTouHeHHs iHdopmadii), "MepegosyBaHHs",
"Mo6iuHi peakyji" IHCTPYKUiT AN MEeAUYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby BiANOBIAHO A0
OHOB/EHOT iH(hopMaLlii LWoAo 6e3nekn 3acToCyBaHHS
Ail040T PEYOBYHN.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosigHo A0 MopsaaKy 34iCHEHHSA
dhapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMKM y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.
4, ALUETANC NMopoLoK ANns ToBapucTeo YkpaiHa ToBapucTBO 3 Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 niosnsieae UA/4634/01/02
OP&/ILHOIO PO3UNHY, 3 06MEXEHO OHOB/EHO iH(hopmaLilo y po3ainax peuenma
200 mr/3r,no 3r 06MexeHot BiANOBIAA/IbHICTIO "MpoTunoka3saHHa", "B3aemogis 3 iHWmmu
NMOPOLLKY B MakeTi; Bignosiganb "papmaLeBTUYHa nikapcbkuMun 3acobamu Ta iHLWi BUAW B3aEMOgIii",
no 10 nakeTiB a6o 5 HICTI0 KoMnaHis "3gopos'a” "Oco611BOCTI 3aCTOCyBaHHA", "3acTOCYyBaHHSA Y
cnapeHux nakeTiB y "papmaueBT nepiog, BaritTHoCTi abo rogyBaHHs
KapTOHHIlA KopoobLi NyHa rpyAato”(yTouHeHHs iHdbopmad,i), "Cnocio
KOMnNaHis 3acTocyBaHHA Ta [031"(YTOUHEHHS iHhopmaLii),
"3p0pos'a” "[iTn"(yTouHeHHs iHdopmadii), "Mepego3yBaHHs",
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMKN y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKu.

ALETANC

MOPOLLIOK AnS
OpasIbHOTO PO34UHY,
600 mr/3r,no3r
MOPOLLIKY B NakeTi;
no 10 nakeTiB a6o 5
cnapeHux nakeTiB y
KapTOHHI Kopo6Lyi

ToBapucTeo
3
06MexeHo
BignoBigaib
HICTIO
"papmaueBT
nyHa
KOMnaHis
"3p0pos'a”

YkpaiHa

ToBapucTBO 3
obMmexeHoto
BiANOBIAA/IbHICTIO
"@apmaueBTuyHa
KoMnaHis "3gopos'a”

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.
OHOB/IEHO iH(hopMmaLLilo y po3ainax
"MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
nikapcbkuMn 3acobamu Ta iHWi BUaW B3aEMOgIin",
"Oco61BOCTI 3aCTOCyBaHHA", "3aCTOCYBaHHSA Y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyAAato”(yTouHeHHs iHdopmad,i), "Cnocio
3acTocyBaHHA Ta 031" (YTOUHEHHS iHhopmalii),
"[iTn"(yTouHeHHs iHdopmadii), "MepegosyBaHHs",
"Mo6iuHi peakyji" IHCTPYKUiT AN MEeAUYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby BiANOBIAHO A0
OHOB/EHOT iH(hopMaLlii LWoAo 6e3nekn 3acToCyBaHHS
Ail040T PEYOBYHN.

MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosigHo A0 MopsaaKy 34iCHEHHSA
dhapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMKM y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

6e3
peyenma

nionsieae

UA/4634/01/03

BENOIEHT

ma3sb no 15 r a6o 30
ry Ty6i; no 1 1y6i B
KapTOHHIN nauui

Benyno,
nikn Ta
KOCMeTwKa,

A4,

Xopsaris

Benyno, niku Ta
KocmeTuka, 4.4,

Xopsaris

MepepeecTpaList Ha HeOOMEeXeHW TepMIH
OHOB/EHO iH(hopmaLilo y po3ainax
"MpoTunoka3saHHa", "B3aemogis 3 iHWmmu
nikapcbkuMun 3acobamu Ta iHLWi BUAW B3aEMOgIii",
"Oco611BOCTI 3aCTOCyBaHHA", "3acTOCYyBaHHSA Y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyAAato” (yTouHeHHs iHcpopmauii), "Mo6iyHi peakwyii*
IHCTPYKLi 415 MEAMYHOT0 3aCTOCYBaHHSA
nikapcbKkoro 3acoby BiAMNOBIAHO A0 OHOB/EHOT
iHchopMmaLii LWoAo 6e3nekn 3acToCyBaHHSA LilounX
PEYOBUH.

MepioanyHICTb NOAAHHSA PerynspHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignoBiaHO 0 MNopsaKy 34iiCHEHHS
thapmakoHarnagy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakaly MiHicTepcTea

3a
peyenmom

He
nionsieae

UA/10920/02/01
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nepiog BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
O0XOPOHU 3740POB'sA YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHUMN Y NepiognMYHOCTI NOJaHHS PerynsapHuX
3BITIB 3 6e3neku
7. BENONEHT Kpem no 15 r a6o 30 Benyno, Xopsartis Benyno, niku Ta Xopsaris MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/10920/01/01
r B Ty6i; no 1 Ty6i B nikn Ta KOCMeTuKa, A.4. OHOBEHO iHhopmaLito y po3ginax peyenmom | nionsieae
KapTOHHI/ navu,i KOCMeTuKa, "MpoTunnokasaHHs", "OcobaMBOCTI 3acTOCyBaHHS",
a.a. "3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHs
rpyaaro” (yTouHeHHs indpopmauii), "Mo6iyHi peakwyii”
IHCTPYKUIT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby BiANOBIAHO A0 OHOBEHOI
iHchopMmawii Wwoao 6e3nekn 3acTocyBaHHSA AjilounX
PEYOBUH.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosigHO A0 MopsaaKy 34iCHEHHSA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.
8. BA30MPO® PO3YMH ANS iH'EKLIN, AT YkpaiHa NOBHUIA LMK Ykpaina MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/11505/01/01
100 mr/mn no 5 mn B "papmak” BUPOGHMLTBA, OHOB/EHO iH(hopmaLilo y po3ainax peuyenmom | niossieae
amnyni; no 5 amnyn BignoBiga/IbHMIA 32 "MpoTmnokasaHHA", "Oco6aMBOCTI 3aCTOCyBaHHS",
y 6nicTepi; no 2 BUNYCK cepi: "Mo6iuHi peakyji" IHCTPYKUIT AN MEANYHOro
6nictepu B nauui 3 AT "dapmak”, 3acTOoCyBaHHS NikapcbKoro 3acoby BiANOBIAHO A0
KapTOHy; N0 5 Mn B YkpaiHa,; OHOBEHOT iH(hopMaLyii LWoAo 6e3mnekn 3acToCyBaHHS
amnyni; no 10 NOBHUIA LMK Lit0Y0i pevyoBUHN.
amnyn y nauuj 3 BMPOGHMLTBA, 3a MepioguyHICTb NOAAHHS PErynsipHO OHOB/IOBAHOTO
KapToOHy 3 BVHSATKOM BUMYCKY 3BITYy 3 6e3neku, BignosigHoO 0 MNopsaaKy 34iiCHEHHS
rochpoBaHoio cepii: dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
BK1a KO0 MNAT "Tanuudgapm", MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
YkpaiHa rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HayeHUMKM y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3MneKu.
9. 30/TOHAP PO34unH NS iHQY3il, yopPna TypeyunHa Medap Inay CaH. TypeyuunHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/14630/01/01
5 mr/100 mn, no 100 MEOVUNH AL OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MEAUYHOTO peyenmom nionseae
My chriakoHi; no 1 ITAY CAH. 3acTOCyBaHHS MikapCbKOro 3acoby y posginax
(h1aKoHy B BE TIDK. "apmMakosorivyHi BnactusocTi”, "lMpoTunokasaHHA",
KapTOHHIli KopooLi A.LLL. "Oco611BOCTI 3acToCyBaHHA", "3aCTOCYBaHHSA Y
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
3acTocyBaHHs Ta go3n", "[itn" (pegaryBaHHs),
"MepeposyBaHHA", "Mo6i4HI peakui’™, "HecyMicHicTb"
BiANOBIAHO A0 iHhopMmaL,ii pedhepeHTHOro
nikapcbKoro 3acoby (Aknacta®, po3uuH ans iHdysii,
5 mr/100 mn).
MepiognyHICTb NOAAHHSA PEryNsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignosigHO A0 [opsaaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
O0XOPOHU 3740POB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUMYHOCTI NOJaHHS PerynsapHUX
3BITIB 3 6e3neku
10. KANbLIO PO3YUH NS iH EKLN, Mictpan AHrnis Xaynt ®apma HimeuunHa nepepeecTpawjis Ha HeObMeXeHWi TEPMIH. 3a He UA/15243/01/01
DONIHAT - 10 mr/mn no 5 mn Kenitan BonbthpartcxayseH OHOB/EHO iHGhOpMaL,ito B IHCTPYKLIT 4719 MEANYHOrO peyenmom | nionsi2ae
BICTA abo no 10 mn, abo MeHepxmeH 6X 3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainax
no 20 mn, a6o no 35 T NimiTeq, "Oco6nuBi 3axoamn 6e3nekn”, "Oco6IUBOCTI
M, abo no 50 mn, 3acTocyBaHHs", "No6iyHi peakwii”, "HecymicHicTb"
a6o no 100 mn BiANOBIAHO [0 OHOBEHOT iHGhopMaL,i 3 6e3nekn
PO34MHY Y (h1akoHi, Lir040i pevyoBUHY Ta AONOMDKHUX PEYOBUH.
no 1 conakoHy y MepioAnyHICTb NOA4AHHS PErYISIPHO OHOB/IIOBAHOIO
KOpOo6Li 3 KapTOHY 3BiTy 3 6e3neku, BignosiaHO 10 MopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepkKeHoro Hakasom
MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
0XOPOHU 3740P0B'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogMYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.
11. KETOHAN® renb 2,5 %; no50r CaHpo3 CnoseHis Cantotac Papma HimeuunHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH 3a He UA/8325/05/01
y Ty6i; no 1 1y6i B dapmachbHoTi 6X OHoBEHO iHGhopmaLito y po3ginax peyenmom | niosnsieae
KapTOHHIlA KopoobLi Kans g.4. (BMpPOGHMLTBO 3a "MpoTrnokasaHHA", "Mo6ivHi peakuii" iHCTPYKUiT Ans

MOBHUM LMK/IOM;
KOHTPO/b cepii)

Me[MYHOro 3aCTOCYBaHHS /liKapCbKoro 3acoby
BiNOBIAHO 4O OHOBMEHOI iHChopMaLi Woao 6e3nekn
3aCTOCYBaHHSA Ait0H0I PEHOBUHN.
MepiognyHICTL NOAAHHSA PEryNsipHO OHOBJIIOBAHOTO
3BITYy 3 6e3neku, BignosigHoO 0 MNopsaaKy 34iiCHEHHS
thapmakoHarnagy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 310POB'st YKpaiHu Big 26 BepecHsi 2016
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3nekn
12. KNonIAOrPE | nopoluok AT YkpaiHa MpasiiH IHAjs MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH - He UA/15110/01/01
nwo (cybeTaHuin) B "papmak” Ne6opeTopiec MBT. nionsieae
BICYNNIb®AT naketax noABiNHUX nTAa.
nonieTnIeHoBUX
ans
thapmavueBTUYHOro
3aCTOCYBaHHSA
13. niHO3UA, PO34KH ANs iHdys3id, YOPAA TypeuunHa Mecdpap Inay CaH. TypeyunHa MepepeecTpaList Ha HEOOMEXEHNI TEPMIH 3a He UA/14840/01/01
2 mr/mn; no 300 mn MEOMLUNH A.LL. OHOB/1EHO iHGhopMaLito B iIHCTPYKLIT 4151 MEANYHOTO peyenmom nionseae
y chnakoHi; no 1 ITAY CAH. 3acTocyBaHHs Nikapcbkoro 3acoby y po3aini
hN1akoHy B BE TIOXK. "MokasaHHs" Ta po3ainv "dapmakonoriyHi
KapPTOHHI KOpooL,i A.LL BnacTuBocTi", "lMpoTunokasaHHs", "B3aemogis 3
iHLWMMK NiKapCbKMKM 3acob6amMu Ta iHLWi B1uam
B3aemogijit", "OcobmBoCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHs Ta fosun", "MobiuHi peakwii”
BignoBigHO A0 iHdhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby 3VIBOKC (po3uunH anst iHdysi,
2 mr/mn).
MepiognyHICTb NOAAHHA PErynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignosiaHO 10 MopsiaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOPOHM 340P0B’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITiB 3 6e3neku
14. MAKPOIron BOCKOMogibHa abo ToBapucTBo YkpaiHa BUPOGHMLTBO, HimeuunHa MepepeecTpavisi HA HEOOMEXEHWNI TePMIH - He UA/15487/01/01
3350 napacpiHonozi6Ha 3 BUMYCK cepil: niosnsieae
maca (cybctaHuis) y | obmexeHo KNAPIAHT
NoABINHNX BignoBigasib NMPOAYKTE
nosnieTnIeHoBUX HICTIO (HIMEYYMHA)
naketax gnsa "PapmavueBT 'MBX, HimeuunHa;
dhapmaLeBTU4YHOTo nyHa PO3NUNEHHS:
3acToCyBaHHA KOMnaHis NIHYC T'MBX,
"3g0pos'a"” HimeyunHa
15. HEBIKAPA, Tabnetkv no 5 Mr no ToppeHT IHAis ToppeHT IHAjs MepepeecTpauis Ha HEOOGMEXEHWNIA TEPMIH. 3a He UA/3333/01/02
10 TabneTok y dapmachbHoTi dPapmacbioTikasnc OHoOB/EHO iHGhopmaLito y po3ainax"®apmMmakonorivHi peyenmom | nidssieae
6nicTepi; no 2 Kanc fitg nrp BNacTMBOCTI" (JOMNOBHEHHS iHhopmalLii),

6nictepu B
KapTOHHII ynakoBLi;
no 10 TabneTtok y
6nicTepi; no 5

"Moka3aHHA"(goNOBHWUAN "JTikyBaHHS
CYMNTOMATUYHOT, XPOHIYHOT iLLeMiYHOT XBOpo6U
cepus"), "B3aemogis 3 iHLWIMMU NiKapCbKMun
3acobamMu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

16.

6nicTepis, 3'€4HAHNX
B OAWH, Y KaPTOHHIl
ynakoBLi

3acTocyBaHHs", "3acTocyBaHHs y nepio BariTHOCTI
abo rofyBaHHSA rpyaar" (yTouHeHHs iHchopmadi),
"34aTHICTb BNAMBATY Ha LWBWAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMOPTOM ab0 iHWMMK
MexaHisMamu"(yToUHeHHs iHdpopmad,ii), "Cnocio
3acTocyBaHHs Ta [031"(4O0NOBHEHHS iHdopMaLlil
3riHO OHOB/IEHMX MOKa3aHb), "Mepeao3yBaHHs",
"Mo6iuHi peakyji" IHCTPYKUIT AN MEAUYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby BifnoBiAHO [0
OHOB/IEHOI iHGhopMaLil pedhepeHTHOro NMikapcbKoro
3acoby (HEBI/IET® Ttabnetku 5 mr).
MepiognyHICTb NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignosiaHO A0 [NopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
O0XOPOHU 3740POB'sA YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHUMN Y NepiognMYHOCTI NOJaHHS PerynsapHuX
3BITIB 3 6e3neKu.

HENALEKC

Kpansi O4Hi/BYLLHI,
cycneHsiano 5 mny
chnakoHi-
KpanensHuui, no 1
pnakoHy-
KpanesnbHuLi B
KapTOHHIlA KopooLi

YOPN],

MEAMLIH
ODTA/BMI
KC NIMITEL,

Benwvka
BputaHis

E.LTM.LKo.

€runer

MepepeecTpauisi Ha HEOOMEXEHMI TEPMIH
BHeceHo oHOBNeHy iHGhopMmaL,ito B IHCTpyKLito AN1s
MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby Ao

po3ainis "®apmakonoriyHi BnactusocTi”
(yTouHeHHs), "TpoTnnokasaHHs", "B3aemogis 3
HLWIMMK NiKapCbKMKM 3acobamMu Ta iHLWi BUuam
B3aemogiit", "OcobMBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi ab0 roAyBaHHs
rpyAA0” (BONOBHEHO iH(hopMaLieto 3 6e3nekn),
"3[aTHICTb BNAMBATU Ha LWIBUAKICTL peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMMK
MexaHizmamu", "Cnocib 3actocyBaHHs Ta fo3mn"
(aonoBHeHO iHhopMavuieto 3 6e3neku), "To6iYHI
peakuii" BignoBigHO A0 OHOBNEHOI iHthopMmaL,i 3
6e3nekun Ajlourx pevyoBUH NiKapCcbKOro 3acooy.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosigHO A0 MopsaaKy 34iCHEHHSA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMKM y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3nekn

3a
peyenmom

He
nionseae

UA/11179/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

17.

HEO®EH
BENYNO
nnoc

renb, 50 mr/r; no 15
ra6o 50 r, a6o 100 r
y Ty6i; no 1 Ty6i B
KapTOHHI/ nayu,i

Benyno,
nikn Ta
KOCMeTwKa,
a.4.

XopBarTisi

Benyno, nikn Ta
KOCMeTuKa, 4.4.

XopBarTis

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
OHoBNEeHo iHghopMaLito y po3ginax "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BarirTHOCTI
abo rogyBaHHSA rpyaaro” (yTouHeHHs iHdopmaui),
"Cnoci6 3acTocyBaHHA Ta 031" (YTOYHEHHS
iHdhopmawii), "Mepeno3yBaHHA" IHCTPYKUIT 415
MeAMYHOro 3acTOCYBaHHS /liKapCbKoro 3acoby
BiANOBIAHO 4O OHOBNEHOI iHChopMaLi Woao 6e3neku
3aCTOCYBaHHS Ail040l PEYOBUHN.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignosiaHo 10 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciyna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3710POB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PErynsapHUX
3BITIB 3 6e3MeKu.

6e3
peyenma

nionsieae

UA/14739/01/01

18.

HEO®EH
BENYNo
DOPTE

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, No 400
Mmr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y
KapTOHHIW nayv

Benyno,
nikn Ta
KOCMeTHKa,

i

Xopsaris

Benyno, nikn Ta
KocmeTuka, A4.4.

Xopsaris

MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH.
OHOB/EHO iHGhopMaL,ito B iHCTPYKLIT 4719 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posginax
"®apmakonoriyHi BnactmeocTi” (Loao 6esneku),

"MpoTunokasaHHsa", "B3aemogis 3 iHWnMun
nikapcbkUMK 3acobamut Ta iHLWi BUAW B3aEMOSIid",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaaw” (woao
6e3neku), "30aTHICTb BN/IMBATU Ha LUBUAKICTb
peakLii Npn kepyBaHHi aBTOTPaHCNOPTOM abo
iHWKMMK MexaHi3mamMu®, "Cnocib 3acTocyBaHHS Ta
no3n" (wopo 6esnekn), "MobivHi peakuii” BignosigHO
[0 OHOB/EHOI iHGhopMaLii 3 6e3nekn gito4oi
PeyoBUHN.

MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosiaHO 0 MopsaaKy 34iCHEHHSA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMKM y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

6e3
peyenma

nionsieae

UA/14740/01/01

19.

HOBOKAIH-
340POB'Sl

PO3YMH ANS iH'EKLN,
5 mr/mn; no 2 mn
a6o 5 mn B amnyni;

ToBapucTeo
3
06MexeHo

YkpaiHa

ToBapucTsO 3
obmexeHoto
BiANOBIAA/IbHICTIO

YkpaiHa

MepepeecTpaList Ha HeOOMEXeHW TepMIH
OHoBNEHO iH(hopmaLito B IHCTPYKUiT N8 MeguyHoro
3acToCyBaHHs Nikapcbkoro 3acoby y po3aini

3a
peyenmom

He
nionsieae

UA/4539/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
no 10 amnyny BignoBigab "®dapmaneBTuyHa "Oco611BOCTI 3acTOCyBaHHS" BignoBigHO 40
KapTOHHIA KopobL; HICTIO KOMNaHis OHOBJIEHOI iHGhopMaLlil 3 6e3nekn 3acTOCyBaHHS
no 2 mn abo 5 mn B "papmavneBT "3popos A" Ait0YOT PEYOBUHN.
amnyni; no 5 amnyn nyHa MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
y 6nicTepi; no 2 KOMnaHis 3BiTy 3 6e3neku, BignosiaHoO A0 MopsaKy 34iiCHEHHS
6nictepu B "3popos A" hapMakoHarnsay, 3aTBepAXeHOro Hakasom
KapTOHHI Kopo6L; MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
no 2 mn B amnyni; rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
no 10 amnyn y MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
6nicTepi; no 1 Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
6nictepy y OXOPOHU 3710pOB'sA YKpaiHu Bif 26 BepecHs 2016
KapTOHHI KOpo6Li poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PErynsapHUX
3BITiB 3 6e3neku
20. HOBOKAIH- PO3umnH ANs iH'ekuiin, | ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH 3a He UA/4539/01/02
340POB'A 20 Mr/mn; no 2 mn B 3 06MEXEHO OHoBreHo iHdhopMaLito B IHCTPYKLi 415 MeguyHoro peyenmom | nionsizae
amnyni; no 10 06MeXeHo BignoBiga/IbHICTIO 3acTOCyBaHHS NikapcbKoro 3acoby y po3gini
amnyn y KapTOoHHIl Bignosigasb "papmaLeBTUiHa "Oco611BOCTI 3acTOCyBaHHS" BignoBigHO 40
kopobui; no 2 mn B HiCTIO KOMMaHis OHOBJIEHOI iHhopMaLiil 3 6e3nekn 3acTOCyBaHHS
amnyni; no 10 "®apmavueBT "3p0poB A" Lit040i pevyOBUHN.
amnyn y énictepi; no nyHa MepiognyHICTb NOAAHHSA PEryNspHO OHOB/IIOBAHOTO
1 6nictepy y KOMnaHis 3BiTy 3 6e3neku, BignosiaHO 10 [MopsaaKy 34iiCHEHHS
KapTOHHIA KopobL; "3n0poB’s" hapMakoHarnsaay, 3aTBepAXeHoro Hakasom
no 2 mn B amnyi; MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big 27
no 5 amnyny rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
6nictepi; no 2 MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
6nictepn y Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
KapTOHHIli Kopoobui 0XOPOHU 3740P0B'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogMYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neku
21. MNPEAHI3ON KpucTaniyHmi TOB "TK YkpaiHa ABik ®apmacbioTikan IHais MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH - He UA/15492/01/01
OHY HATPIHO | nopoLuok "ABPOPA" Niviten nionsizae
DOCDAT (cybeTaHuis) y
noaBinHMX
nonieTueHoBmx
MilLKax gns
chapmaL,eBTUYHOro
3aCTCYBaHHSA
22, PEAUCTATU TabneTku, BKpUTI O-p Peppi'c IHais O-p Peppi'c IHais MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH 3a He UA/14948/01/02
H nAiBKOBOIO Nab6opaTtopi Na6opatopic /T4, OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MEAUYHOTO peyenmom nionseae
060/10HKO10, M0 10 citg BupobHnua 3acTOoCyBaHHS MikapCbKoro 3acoby y posginax
mr, no 10 Tabnetok AinbHnuA - 11 "®apmakonoriyHi BnactnsocTi”, "MokasaHHA",

y 6nictepi; no 3
6nictepu B
KapTOHHIlA KopoobLi

"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiin”, "OcobamBocCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog BariTHOCTi
abo rogyBaHHsA rpyaar”, "3aatHicTb BNMBATUA HA

LIBWAKICTb peakLjii Npy KepyBaHHi aBTOTPAHCMOPTOM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

abo iHWrMKn mexaHiamamu”, "Crocib 3acTocyBaHHs
Ta go3un", "Aitn" (iHdhopmauis wono 6esnekn),
"Mo6iuHi peakwyii" BigNoBigHO A0 iHthopmaui Wwoao
MeAMYHOro 3aCTOCYBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTtku, BKpUTI
NAiBKOBOK 060/10HKOIO, Mo 10 mr, no 20 mr).
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignosiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHu 29 ciyna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PErynsapHUX
3BITiB 3 6e3neku

23.

PEANCTATU
H

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH0, No 20
mr, no 10 Tabnetok
y 6nicTepi; no 3
6nictepu B
KapTOHHIl Kopoobui

4-p Peagi'c
NabopaTtopi
clitg

IHais

[-p Peggi'c
Na6opaTopic /T4,
Bupo6bHuya
AinbHnus - 1l

IHgis

MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH
OHOB/EHO iHGhopMaL,ito B iHCTPYKLIT 4719 MeANYHOro
3aCcTOCYyBaHHSA NikapcbKoro 3acoby y posginax
"®apmakonoriynHi BnactneocTi”, "Moka3aHHs",
"B3aemogis 3 iHWMMU Slikapcbkumn 3acobamu Ta
iHLWi BUAW B3aemogiit", "Ocob6nmnBocCTi
3acTocyBaHHA", "3acToCyBaHHS Y Nepiog, BariTHOCTI
abo rogyBaHHSA rpyaar”, "34aTHiCTb BIIMBATU HA
LUBUAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMK mexaHriamamn”, "Crocié 3acTocyBaHHs
Ta gosun", "Oitn" (iHdopmauis wono 6e3nekn),
"Mo6ivHI peakuii BigNOBIgHO A0 iHhopmMaL,i LWwoao
MeZMYHOro 3aCToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTtku, BKpUTI
NNiBKOBOK 060/10HKO0, NO 10 mr, no 20 mr).
MepiognyHICTb NOAAHHSA PErynspHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignosiaHO 10 MopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepkKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
0XOPOHU 3740P0B'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogMYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neku

3a
peyernmom

He
nionsieae

UA/14948/01/03

24,

CEAACEH
DOPTE

kancynu, no 20
kancyny
nnacTmMacoBomMy
KOHTeliHepi; no 1
KOHTeliHepy B

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpuemcTs
0 "Cnepko

YKpaiHa

CniflbHe yKpaiHCbKO-
icnaHcbke
nignNpPUeEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
OHOB/IEHO iHGhopmauito y po3gini "OcobnmnBocTi
3acToCyBaHHA" IHCTPYKLi 418 MegUYHOro
3acTOoCyBaHHS NikapcbKoro 3acoby BiANOBIAHO A0
OHOB/IEHOT iH(hopMaLlii LWoao 6e3nekn 3acTOCyBaHHS

6e3
peuyenma

nionsieae

UA/5000/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI/ nayu,i

YkpaiHa"

Li04MX PEYOBUH.

MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO
3BiTy 3 6€3neku, BignoBigHO A0 MopsAKY 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMKM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

25.

PEKCOPEH-
CAHOBE/b

TabneTkn, BKpUTI
NAiBKOBOIO
060n0HKot0, Nno 120
mr; no 10 Tabnetok
y 6nictepi; no 1 abo
2 6nictepn y
KapTOHHIli KopoobLi

CaHoBefb
Inay CaHai
BE
Tupxapet
AL

TypeyunHa

CaHoBenb Insay
CaHai Be Tugxapet
ALl

TypeuunHa

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
Po3gineHHs cninbHoi Ana aBox fosysaHb (120 Ta
180 Mmr) iHCTPYKLU|ii 415 MEeAMYHOT0 3aCTOCYBaHHS

NiKapCbKOro 3acoby OKPeMo /18 KOXHOT0 [A03YBaHHS
Bi4NoBIAHO A0 iHdopMaLil Loa0 MegUYHOro
3acTOoCyBaHHSA pehepeHTHMX JiKkapCbkux 3aco6iB

ANNETPA® 120 mr ta AJIJIEFPA® 180 wr.

OHOBJIEHO iHhopMaLito B iIHCTPYKLIT 4151 MEAUYHOTO
3aCTOCYBaHHSA NiKapCbKOro 3acoby A/15 A03yBaHHSA
120 wr y po3ginax "lMokasaHHs", a TakoX y po3ainu:
"PpapmMakonoriyHi BnactusocTi", "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHLWI BMAW B3aemogiin”, "Cnocib 3acTocyBaHHA Ta
nosun”, "MepepnosysaHHA", "Mo6iYHI peakuii”
BiANOBIAHO A0 iHopMaL,i WoA0 MegnyHoro
3aCTOCyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(ANTNETPA® 120 wr).

MepiognyHICTb NOAAHHSA PEryNspHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignosiaHO 10 MopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
0XOPOHU 3740P0B'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogMYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neku

6e3
peyenma

nionsieae

UA/10632/01/01

26.

DEKCO®PEH-
CAHOBE/Tb

TabneTku, BKPUTI
NAiBKOBOIO
o060noHkoto, no 180
Mmr; no 10 Tabnetok
y 6nictepi; no 1 abo
2 6nictepu y
KapTOHHIli KopooLi

CaHoBefb
Insy CaHai
Be
Tupxapet
A.LL.

TypeyunHa

CaHoBersib In1a4
CaHai Be Tugxapet
A.L

TypeuyunHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
Po3sgineHHs cninbHOi Ans ABox fo3ysaHb (120 Ta
180 Mr) iHCTPYKLi 418 MeAUYHOro 3aCTOCyBaHHA

NiKapCbKoro 3acoby OKPeMO /18 KOXHOro 03yBaHHS
BiANOBIAHO A0 iHopMaL,i WoJ0 MeguyHoro
3acTocyBaHHs pehepeHTHMX NikapCbKux 3acobis

ANNEFPA® 120 mr ta AJTTIETPA® 180 wmr.

OHOB/IEHO iHhOpMaL,i0 B IHCTPYKLIT A4718 MeANYHOro

6e3
peuyenma

nionsieae

UA/10632/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aCTOCyBaHHSA NiKapcbkoro 3acoby A/1A [03yBaHHS.
180 mr y posginax "lNokasaHHA", a Takox Y po3finu:
"dapmMakosiorivyHi BnactusocTi", "MpoTunokasaHHsA",
"B3aemogis 3 iHWMMUM slikapcbkumn 3acobamu Ta
iHWI BMAW B3aemogijin”, "Cnoci6b 3acTocyBaHHsA Ta
fosn", "MepeposysaHHs", "Mo6iyHI peakui™
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3acTocyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(AINEFPA® 180 mr).

MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignosiaHo 10 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciyna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3710POB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PErynsapHUX
3BITIB 3 6e3neku

27.

®YPArH

Tabnetkn no 50 wmr;
no 10 Tabnetok y
6nictepi; no 3
6nicTepu B nayw,
KapTOHHii

AT
«OnaiiHchap
M»

Nartsia

AT «OnaviHchapm»

Narsis

MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH
OHoB/eHo iHhopMaLito B IHCTPYKLi 415 MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posginax
"MpoTunoka3aHHsa", "OcobaMBOCTI 3acTOCyBaHHS",
"Mo6iyHi peakwyji" BigNOBigHO A0 MaTepianis
peecTpauiiHoro AocCbe.
MepiognyHICTb NOAAHHSA PErynspHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignosiaHO 10 MopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
O0XOPOHU 370p0B'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogMYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.

3a
peyernmom

He
nionsieae

UA/4300/01/01

28.

LNK/NTOCEPU
H

Kancynv TBepaj no
250 mr, no 10
Kancyn y 6nictepi;
no 3 6nictepn y
nauuj 3 KapToHy, No
60 kancyny
KOHTeliHepi; no 1
KOHTEeWHepy y nauui
3 KapTOHY

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
OHOB/EHO iHGhopMaL,ito B iIHCTPYKLIT 4719 MeANYHOro
3acTOCyBaHHS fikapcbkoro 3acoby y posginax
"B3aemopis 3 iHLWMMM Nikapcbkumn 3acobammn Ta
iHWi BMAW B3aemogii", "Mepepo3syBaHHs", "T06IYHI
peaxui™ BignoBigHO A0 OHOB/EHOT iHhopmaLii 3
6e3nekun 4ityoi pevyoBUHN.
MepiognyHICTb NOAAHHSA PErynspHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignoBiaHO 0 MNopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa 0XOpPOHM 340pOB’A YKpaiHuu Big 27

3a
peyenmom

He
nionseae

UA/15150/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
O0XOPOHU 3740POB'sA YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUMYHOCTI NOJaHHS PerynsapHUX
3BITiB 3 6e3neKu.

FeHepanbHUK AUpeEKTOop

AupekToparty hapmaueBTUYHOro 3a6e3neyeHHs

OnekcaHgp KOMAPIAA




MEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 10
PEECTPAUIMHNX MATEPIANIB, AKI BHOCATbLCA A0 AEP>XXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn
29.12.2020 Ne 3072

20 M1 opasibHOT
cycneHsii y donakoHi; no
1 donakoHy y KOMMIekTi
3 afjanTepom Ta
LUNPMLOM ANst
[03yBaHHA Yy KAPTOHHIN
Kopoo6ui; no 24,8 1
nopouky ansa 30 mn
opasibHOT CycneHsii y
donakoHi; no 1 dpnakony
Yy KOMMNAEeKTi 3
afianTepom Ta LWnpuLomM
AN AO3YBaHHSA Y

MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
iHbopMmawLii WoA0 3a3HaYeHHS OAUHMLL BUMIPIOBAHHS Y
cucTeMi Sl. BHeceHHs 3MiH A0 po3ainy “MapkyBaHHS"
MKSA N13; 3anponoHosBaHo: MAPKYBAHHSA BignosigHo
[10 3aTBEPAXEHOr0 TEKCTY MapkKyBaHHS. TepMiH
BBEJEHHS 3MiH MPOTAroM 6 MicAuiB nicns 3aTBepmKeHHs

Ne Hassa Popma surnycky 3assHuK Kpaina Bupo6HuUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
1. A3EOHAM MOPOLLOK A1 PO3UNHY AHaHTa Benvka "BeHyc Pemegic IHAaia BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/18134/01/01
ONs iH ekuin abo iHdysi | Megikeap /T4, BputaHis Nimiten" MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 1 ry dpnakoHax Ne 1 thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
po3ainy «MapkyBaHHs1» MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA. Bignosigae 3aTBepgpkeHOMy TeKCTy
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA ynakoBKM
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmauii Wwoao
3a3HaYeHHs OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
BBeneHHs 3MiH NpoTarom 3-x micsuiB nicns
3aTBEPKEHHS
2. A3NTPO MOPOLLIOK A1 OpasIbHOT CaHpo3 CnoBeHis C.K. Canpos C.P./. PymyHis BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/4764/02/01
CAHAO3® cycneHsii, 100 mr/5 mn dapmacbioTika TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 17,1 r nopoLuky Ans n3 a.4a. thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
20 M1 opasibHOI MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
cycneHsii y donakoHi; no iHbopmaLii Woa0 3a3HaYeHHS OAUHMLbL BUMIPIOBAHHS Y
1 donakoHy y KOMMIekTi cucTemi Sl. BHeceHHs 3MiH A0 po3ainy “MapkyBaHHS"
3 agantepom Ta MK$ N3; 3anponoHoBaHo: MAPKYBAHHA BignosigHo
LUNPMLOM ANs [10 3aTBEPAXEHOI0 TEKCTY MapkyBaHHS. TepMiH
[03yBaHHSA Yy KAPTOHHIN BBEEHHS 3MiH MPOTArom 6 MicAuiB Nicns 3aTBepAKeHHs
Kopoo6Li
3. A3NTPO NOPOLLOK A9 OPasIbHOT CaHpo3 CnoseHis C.K. CaHgos C.P.J1. PymyHis BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/4764/02/02
CAHAO3® cycneHsii, 200 mr/5 mn dapmacbioTika TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 17,1 r nopoLuky Ans n3 a.4a. thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapPTOHHI KOpo6Lj
4, A3NUNH® Kancynu no 250 mr, no 6 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMXx MaTepiasis: 3MiHu | 3a UA/0137/01/01
Kancysn y KOHTYpHil "GapmaueBTu "GapmaueBTuyHa My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
YapyHKOBIli ynakoBLj; Mo YyHa hipma ipma "JapHnus” thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
1 KOHTYpHIiA YapyHKOBIl "fapHuus" MapKyBaHHS YNakoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
ynakoBLji B nauii iHchopmawii LWoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
cucTeMi Sl. TepMiH BBeAEHHS 3MiH MPOTAromM 6 Micsauis
nicns 3aTBepaKeHHs
5. AKBAOETPU pO34unH BOAHUIA ANns MepaHa MonbLwa MepgaHa ®apma Monbua BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasis: 3MiHu | 3a UA/9205/01/01
M® BITAMIH nepopasnbHoro dapma AKLjiOHepHe TUNYy - NOAAaHHA OHOBJ/IEHOIO cepTudlikaTa BifnoBigHOCTI peyenmom
D3 3acTocyBaHHs, 15000 AKLiOHepHe ToBapucTso €Bponeiicbkiii hbapmakonei Ne R1-CEP 2009-050-Rev
MO/mn; no 10 mny ToBapucTso 01 gnsa pjtouoi pevosuHn Cholecalciferol Big Bxe
hnakoHi 3 KpanesbHUM 3aTBepaxeHoro BupobHuka DSM Nutritional Products
posatopom; no 1 Ltd; 3miHn | TMNy - BBeAeHHS re-test period 5 pokis aAns
hNakoHy B KAPTOHHIl Ad| Cholecalciferol Bupo6HuuTBa DSM Nutritional
navi Products Ltd.
6. ANAKTUH Tabnetku no 0,5 mr; no 2 TeBa I3painb TeBa Yex IHpacTpi3 Yecbka BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/9595/01/01
abo 8 TabneTok y dapmaueBTika c.p.o. Pecny6nika BUMPAB/IEHO TEXHIYHY NOMWJIKY B iIHCTPYKL,T ANst peyenmom
nAAwWLi; no 1 naswui y N lHaacTpi3 MeAMYHOro 3acTocyBaHHA NikapCbkoro 3acoby, a came
Kopoo6Li nra. | rpamaTvyHy nomusky y po3gini "MokasaHHa":
3arBeppkeHo: "... 0fHOPa30BUii NpMtomy
kabeproniHy ..."; 3anponoHoBaHo: "... 04HOPa30BUiA
npuitom kabeproniny ..."; TaKoX 3a3Ha4eHO KOPEeKTHUIA
Homep Haka3ly MO3: 3aTBepaxeHo: "... 16.04.2019 Ne
728 ...". 3anponoHosBaHo: "... 16.04.2019 Ne 858 ...".
3a3HayeHe BuNpaBneHHA BigNoBifae maTepianiam
PeECTpaLiiHOrO JOCLE.
7. ANbrIMAKC CyCneHsisi opasibHa; no TOB YkpaiHa TOB "TepHodapm" Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/17295/01/01
180 r y chnakoHi "TepHodhapm" MYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenma
nonimepHomy; no 1 thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
hNakoHy 3 JIOXKKOH po3ainy «MapkyBaHHs» MKS J13: 3anponoHoBaHo:
MipHOIO Y nauui 3 Po3gin «sMAPKYBAHHSA» BignosigHo ao
KapToHY 3aTBEPPKEHOrO TEKCTY MapKyBaHHSA. 3MiHN BHECEHI B
TEKCT MapKyBaHHs ynakoBKW NikapCbKoro 3acoby LLoAo
3a3HauYeHHsA MiKHapOAHWUX NO3HAaYeHb OUHULb
BVIMIipIOBaHHS. BBeAEHHS 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepaKeHHs
8. AMAPUN® Tabnetkn no 2 mr Ne 30 TOB "CaHodi- YKpaiHa CAHO®I C.IM.A. ITanis BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasiiB: 3MiHu | 3a UA/7389/01/01
(15x2): no 15 Tabnetok ABeHTIC TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTa BifgnoBigHOCTI peyenmom
y 6nicTepi; no 2 YkpaiHa" €Bponeiicbkili hapmakonei Ne R1-CEP 2005-150-Rev
6nicTepy B KApTOHHI 02 ansa pitoyoi peyosuHn Glimepiride Big Bxe
Kopoo6Li 3aTBepmxeHoro BupobHuka SANOFI-AVENTIS
DEUTSCHLAND GMBH
9. AMAPUN® Tabnetkn no 3 mr Ne 30 TOB "CaHoi- YKpaiHa CAHO®I C.IM.A. ITanis BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasiB: 3MiHu | 3a UA/7389/01/02
(15x2): no 15 TabneTok ABEHTIC TUNY - NOJaHHSA OHOB/IEHOrO cepTuddikaTa BiANOBIAHOCTI peyenmom
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
y 6nicTepi; no 2 YkpaiHa" €ponevicbkinn hapmakonei Ne R1-CEP 2005-150-Rev
6nicTepy B KApTOHHIA 02 pgns pitoyoi pedyosrHn Glimepiride Big, Bxe
Kopo6bui 3aTBEpAKeHoro Bmpo6Hnka SANOFI-AVENTIS
DEUTSCHLAND GMBH
10. AMAPUN® Tabnetkn no 4 mr; Ne 30 | TOB "CaHochi- YkpaiHa CAHO®I C.IM.A. ITania BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/7389/01/03
(15x2): no 15 TabneTok ABEHTIC TUNy - NOAAHHSA OHOB/IEHOTO cepTudikaTa BignoBigHOCTI peyenmom
y 6nicTepi; no 2 YkpaiHa" €ponevicbkint hapmakonei Ne R1-CEP 2005-150-Rev
6nicTepy B KAPTOHHIA 02 pgnsa piroyoi pedyosrHn Glimepiride Big, Bxe
Kopoo6Li 3aTBepmxeHoro BmpobHuka SANOFI-AVENTIS
DEUTSCHLAND GMBH
11. AMIOAAPOH- | Tabnetku no 200 mr, no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasis: 3MiHu | 3a UA/6506/01/01
AAPHULUA 10 TabneToK y KOHTYpHIli | "®apmaueBTu "®GapmaLieBTnyHa TMNY - aAMiIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSA peyenmom
YapyHKOBIli ynakoBLj; Mo YyHa thipma chipma "OapHuus” Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
3 KOHTYPHI YapyHKOBI "NapHuus" BMpO6HUKa (BK/IKOYAKOUK, 38 HEOOXIAHOCTI, MicLe
yNakoBKM B naui nNpoBeAEeHHS KOHTPOSIK0 SKOCTI), ab0 BNacHMKa mactep-
thaiina Ha A®I, abo noctavanbHuka A®l/BrxigHoro
marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO Y
[0CbE Ha fnikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE, a60 BUPOOHMKA HOBOI
[OONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [OChE) -
3MiHa Ha3BM BMPOOHUKA Ajto40l pevyoBuHU AMIOLAPOHY
rigpoxnopug BHocuTbeA A0 MKSA Ha rotoBuid nikapcbkuii
3aci6 fo po3giny «Cknag» Ta Ao MK ans BxigHoro
KOHTPOIO Ha Aitoyy peqyoBrHy AMioAapoHy rigpoxnopua,
6€3 3MiHK Micus BUPO6HMLTBA; 3anponoHoBaHo: Po3gin
«Cknag» Zhejiang Hengkang Pharmaceutical Co., Ltd.,
China MKA 13 ansa BXiAHOrO KOHTPOSIIO Ha Ajto4y
peyoBuHY AmiogapoHy rigpoxiopug XXesHr XeHrkaHT
dapmac’ioTikan Ko., /ta., Kutaii Zhejiang Hengkang
Pharmaceutical Co., Ltd., China BBegeHHs 3MiH
npoTArom 6-Tn MicALiB NicNs 3aTBepPMAKEHHS
12. AMOKCUWK/IA | TabneTku, BKpUTI CaHpo3 CnoseHis Nek CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/7064/01/01
B® 2X NNiBKOBOK 060/1I0HKOIO, dapmacbioTika PapmaueBTUyHa TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 500 mr/125 mr no 7 n3 a.a. KoMnaHis 4. 4., hapmakoHarnagy (iHwWi 3MiHK) - OHOBMEHHS TEKCTY
TabneTok y 6nicTepi, no CnoseHis MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSM
2 6nicTepy y KapTOHHIl (BpO6HMLTBO 3a iHchopmawii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
Kopoo6ui NMOBHMM LMK/IOM; cuctemi Sl. BHeCEHHS 3MiH A0 po3iny “MapkyBaHHS"
BUMYCK cepii) MK4A N3; 3anponoHosaHo: MAPKYBAHHSA 3rigHo 3
3aTBEPKEHUM TEKCTOM MapKyBaHHA. TepMiH BBEAEHHS
3MiH NPOTAroM 6 MicsALiB Nicas 3aTBepPAKEHHS
13. AHANbIIH- Tabnetku no 500 mr, no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/5706/01/01
340POB'A 10 Tabnetok y 6nictepi; obmexeHoro obmexeHoro TUNYy - 3MiHK 3 IKOCTi. FTOTOBWIA Nnikapcbkuii 3acio. peyenma
no 1 6nictepy y BiANOBiAANbHI BiAMOBIAA/ILHICTIO CucTtema KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
KapTOHHI Kopo6uj; no CTHO "PapmMaueBThYHA PO3Mipy yNnakoBKv roTOBOro NikapCbKoro 3acoby
10 TabneTtoK y "PapmaLieBTu KOMMaHis (BUTYYEHHS YNaKOBKM NEBHOTO PO3Mipy) - BUyYEHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nictepax; no 10 YyHa KoMMaHis "3popoB A" ynakoBkn Ne 6 (6x1) y 6nicTepi y KapTOHHI kopo6ui Ta
Tabnetok y 6nictepax "3n0opoB’s" Ne 6 y 6nicTepax, 3 BiANoBiAHUMN 3MiHAMW Y PO34iNi
«YnakoBKa». 3MiHM BHECeHi B po34in "Ynakoska" B
IHCTPYKLiI0 4151 MeANYHOTO 3aCTOCYBaHHS /liKapCbKOro
3aco0y Yy 3B'A3Ky 3 BUTyYEHHAM MEBHOTO PO3Mipy
YMakoBOK, SIK HACNIAOK - BUTYYEHHS TEKCTY MapKyBaHHS
BiANOBIAHMX yNakoBoOK (BBeAeHHS 3MiH MPOTArom 6-u
MicsALiB Nicns 3aTBepAKEHHS)
14. AHACTPO30O | Tabnetku, BKpUTI Mictpan AHrnis MMN® BB, Higepnangn BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/16472/01/01
N -BICTA NNiBKOBOK 060/10HKOIO, Kenitan HigepnaHgm | Himeuunna/ MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
no 1 mr no 14 tabnetok MeHeKMeHT (nakyBaHHs); IcnaHis hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
y 6aicTepi; no 2 NimiTeq PotteHgopg dapma MapKyBaHHS YNakoBKM NiKapCbKOro 3ac06y 3 BHECEHHSM
6nicTepy B KApTOHHIA 'vm6X, HimeuunHa iHchopmawii LWoA0 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y
Kopoobui (nakyBaHHS1); CiHTOH cuctemi Sl. BHeCeHHS 3MiH A0 po3giny “MapkyBaHHS"
BB, Higepnangmn MK$A /13": 3anponoHoBaHo: MapKyBaHHS. 3rifgHo
(BMPOGHWK, 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefieHHs 3MiH
BiAnoBigabHUIA 3a NPOTArom 6-Ty MIiCAILiB MiCNs 3aTBEPIKEHHS
BUMNYCK cepi);
CiHTOH XicnaHis,
C.J1., IcnaHia
(BUpOGHMLTBO
(noBHWMIA LyKN),
BK/THOHAI0UM BUMYCK
cepii)
15. AHTUKATAP NOpOLLOK AN CninbHe YkpaiHa NNABOPATOPIOC IcnaHis BHECEHHS 3MiH 0 peecTpaLiliHiX MaTepianiB: TEXHIYHA 6e3 UA/7810/01/01
AN OpasibHOro pPo3ynHy, no YKpaiHCbKO- ANKANNA ®APMA, nomMmunka (3rigHo Hakaszy MO3 Big 23.07.2015 Ne 460) - peyenma
10 nakeTukiB 3 icnaHcbke C.J. TEXHIYHY MOMW/IKY BUNPaB/IEHO B TEKCTI MapKyBaHHS Ha
NOPOLLKOM Y naui 3 nignpuUeEMCTBO BTOPWHHI ynakoBL,i /13 o0 HanncaHHs BUPOGHYKa.
KapTOHY "CIMNEPKO 3anponoHosaHo: 11. HAUMEHYBAHHS |
YKPAIHA" MICLIEE3HAXO)XEHHA BUPOBHWKA TA/ABO
3AABHUVKA CninibHe yKpaiHCbKO-icnaHCbke
nignprvemcTso «Cnepko YkpaiHa» Ykpaina, 21027, m.
BiHHugA, BYn. 600-pivus, 25 BupobneHo:
NTABOPATOPIOC AJIKANTA ®APMA, C.J1. MpocnekTt
Magpwug, 82, Ankana ge EHapec, 28802 Maapwua,
IcnaHiss CoBMECTHOE YKparHCKO-UCMaHCKoe
npeanpusatne «Cnepko YkpavHa» YkpavHa, 21027, 1.
BuHHuua, yn. 600-netus, 25 N3rotosneHo:
NTABOPATOPUOC ANTKANTA ®APMA, C.J1. MNpocnekt
Magpwua, 82, Ankana ge SHapec, 28802 Magpua,
VcnaHusa. 3asHayeHe BUNpaB/eHHs BignoBigae
MaTepiasiaM peecTpauiiHoro Aocbe
16. Anic/ rpaHy/sim romeonartunyHi BAJIA HimeuyunHa BAJIA HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/15630/01/01
BE/NAJOHA no 20 r y donakoHi; no 1 XalinbmiTTens XaiinbMitTrens M6X MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma
KYM chnakoHy B KOpo6L;i 3 X thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 40
MEPKYPI KapTOHY

po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo i3 3aTBEpKEHNM TEKCTOM
MapkyBaHHA. OHOB/IEHHA TEKCTY MapKyBaHHA YMakoBKM
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nikapcbKoro 3acoby 3 BHECEHHSAM iHchopmalii woao
3a3HayeHHs1 OAUHMLb BUMIPIOBaHHA Y cucTemi Sl
17. APYTUMO/® | Kkpanni O4Hi, po3unH, 2,5 TOB «BAYLU Ykpaina [p. F'epxapa MaHH Himeuunna/ BHECEHHS 3MiH 40 peecTpaLinHmx maTepiasis: 3MiHu | 3a UA/4073/01/01
Mr/m; o 5 mny XENC» Xem.-chapm. ®abpurk ®paHLis TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
NnnacTMKOBOMY (D1aKOHi- 'M6X, HimeuunHa Ta/abo agpecu MicLa NPOBaMKEHHS AisNIbHOCTI
KanenbHuui Bottelpack, (BUpOGHMLTBO BMpPO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
AKUIA 3aKpMBAETLCSA 6as1ky, NnepBUHHE BK/IO4A0UM AiNbHULI BUMYCKy cepii abo micue
KPWLLIKOHO, LLLO nakyBaHHs1, NpOBeAEHHA KOHTPOSIIO SIKOCTI. (AiSNbHICTb, 3a Ky
HarBMHYyeTHCH, 3 BTOPUHHE BignoBigae BUPOOGHMK/iMNOPTEp, BKIOYAKOUM BUMYCK
npo6iliHrkom; no 1 nakyBaHHs, cepiid) - 3MiHa Ha3BU Ta agpecy BUPOGHMKa,
dhnakoHy-KpanenbHuLi B aHasliTUYHI BiANOBIAA/ILHOIO 3a BUNYCK cepii, 6e3 3MiHn MicuA
KapTOHHI kopobui; no 5 BMNPOGYBaHHS, BMPOOHULTBA. 3MiHW BHECEHI B iIHCTPYKLitO AN1s
My do1akoHi, 3 BWMYCK cepi); Me[MWYHOro 3actocyBaHHs /13 y p. "Micue3HaxomKeHHs
KpanenbHuLelo Ta Na6opaTtopis BMPOGHMKa Ta oro agpeca MicLs NPoBaKeHHs
TBMHTOBOIO KPULLIKOIO; MO LLloBeH, ®paHuis AiSNbHOCTI" 3 BiANOBIAHUMMN 3MiHAMMW B TEKCTI
1 donakoHy B KapTOHHii (BMpOGHMLTBO MapKyBaHHS yrakoBoK. BBeeHHs 3MiH NpoTArom 6-1n
Kopoobui 6anky, nepBuHHe MicsILiB MicNs 3aTBepKEHHS
nakyBaHHs1,
aHasliTUYHI
BMNPO6YBaHHS)
18. APYTUMO/® | Kpanni O4Hi, po3unH, 5 TOB «BAYLU YkpaiHa [p. F'epxapa MaHH HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasis: 3MiHu | 3a UA/4073/01/02
Mmr/mn; no 5 mny XENC» Xem.-chapm. ®abpurk PpaHuin TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
naacTMKOBOMY (D/1aKOHi- 'M6X, HimeuunHa Ta/abo agpecun micLa NPOBaKEHHS AisNbHOCTI
KanenbHuLi Bottelpack, (BUPOGHMLTBO BMpPO6HMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
AKUIN 3aKPUBAETHCA 6asKy, nepBrHHe BK/THOHAI0UMN [iNbHULI BUNYCKY cepii abo micue
KPYLLIKOHO, LLLO nakyBaHHs, NpOBeAEHHA KOHTPOSIIO SIKOCTI. (AiSNbHICTb, 3a Ky
HarBMHYyeTHCH, 3 BTOPUHHE BignoBigae BUPOOGHMK/iMNoOpTEp, BKOYAKOUM BUNYCK
npo6iliHrkom; no 1 nakyBaHHs, cepiid) - 3MiHa Ha3BU Ta agpecy BUPOGHMKa,
dhnakoHy-KpanenbHuLi B aHaNiTUYHI BiANOBIAA/ILHOIO 3a BUNYCK cepii, 6e3 3MiHn MicuA
KapTOHHI kopobui; no 5 BMNPOGYBaHHS, BMPOOHULTBA. 3MiHW BHECEHI B iIHCTPYKLiO AN1s
M1y do1aKkoHi, 3 BUNYyCK cepii); MeAMYHOro 3actocyBaHHA J13 y p. "MicLe3HaxomKeHHs
KpanenbHuLelo Ta Na6opaTtopis BMPOGHMKa Ta oro agpeca MicLsi NPoBaKeHHs
TBMHTOBOIO KPULLIKOIO; MO LLloBeH, ®paHuis AiSNbHOCTI" 3 BiANOBIAHUMMN 3MiHAMMN B TEKCTI
1 donakoHy B KapTOHHii (BMpOGHMLTBO MapKyBaHHs yNnakoBOK. BBefeHHS 3MiH NpoTArom 6-tn
KopoobLi 6anky, nepBuHHe MiCsILiB MicNs 3aTBEpPOKEHHS
nakyBaHHs1,
aHaniTUYHi
BMNPO6YBaHHSA)
19. ACKOPBIHO pO3uMH s iH'eku,iin, 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/2991/01/02
BA Mr/mn, no 2 M1 B "dGapmauesTu "GapmaueBTuyHa MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
KNC/OTA- amnyni, no 5 amnyn B YHa hipma dipma "JapHuus" thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHSA TEKCTY
AAPHULUSA KOHTYPHIlA YapyHKOBIl "NapHuus” MapKyBaHHS1 YNakoBKM /iKapCbKOro 3ac00y 3 BHECEHHSIM

YNakoBLii; MO 2 KOHTYPHI
YapyHKOBi YNaKoBKW B
nauuj

iHbopmauii WoA0 3a3HaYeHHS OAUHWLL BUMIPIOBAHHS Y
cucTeMi Sl. BHeceHHs 3MiH Ao po3ainy “MapkyBaHHSA"
MKSA N3; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo

[0 3aTBEPAKEHOr0 TEKCTY MapkyBaHHS. TepMiH
BBE/IEHHS 3MiH - NpoTArom 6 micslis nicns
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3arBepKeHHA

20.

AYPOTAS-P

MOPOLLOK A4/15 PO3YNHY
ANA iH'ekuii no 2,25 r
MOPOLLKY Y )/IaKoHi; Mo
1 donakoHy B KapTOHHii
Kopoo6Li

Aypo6iHa0
dapwma JITg

IHais

AypobiHgo dapma
Nimiteg HOHIT XII

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
My - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IHOYAOUM AiNbHWLI BUMYCKY cepii abo Micue
NpoBefEeHHS KOHTPOJTO AKOCTI. (AISNbHICTb, 3a AKy
Bignosigae BUPOGHUK/iIMNOPTEp, BKIOYAKOUU BUNYCK
cepiii). 3MiHa HalilmeHyBaHHSA Ta afgpecu micus
NPOBaPKEHHS AISNIbHOCTI BUPO6HUKa, 6€3 3MiHN MicLA
BMPOOHULTBA. 3MiHW BHECEHI B IHCTPYKLitO ANs
MefMYHOro 3actocyBaHHs /13 y p. "BUpobHuK",
"Micue3HaxomkeHHs BUpO6HYMKa Ta iioro agpeca micus
NPoBapPKEHHS AiSNbHOCTI" 3 BIANOBIAHUMU 3MiHAMW B
TEKCTi MapKyBaHHs1 yNakoBOK. BBefieHHs1 3MiH NpoTArom
6-Tn MicAUiB nicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHW). 3amiHa po3giny “I'padiyHe ohopMaeHH:
ynakoBkun” Ha “MapkyBaHHs” B MKA J13. 3aTBepaKeHo:
TPAPNYECKOE O®OPMNEHWE YNAKOBKW. B
COOTBETCTBUN C YTBEPXKAEHHBIM 06pa3LOM.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBepaxeHoro
TEKCTY MapKyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHchopmaii
00 3a3HaYeHHS OAMHMLB BUMIPIOBAHHA Y cucTemi Sl.
BBBefeHHSA 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/12809/01/01

21.

AYPOTAS-P

MOPOLLIOK A4/151 PO3UUHY
Ons iH'ekuii no 4,5 1
NOPOLLKY Y doNakoHi; no
1 donakoHy B KapTOHHii
KopoobLi

AypobiHao
®apma /114,

IHAjia

AypobiHgo ®apma
Nimiteq HOHIT XII

IHAjA

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IHOYAOUM AiNbHWLI BUNYCKy cepii abo micue
NpOBELEHHS KOHTPO/TO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAA€E BMPOGHMK/IMNOPTEpP, BK/OYAUM BUMYCK
cepiid). 3MiHa HaliMeHyBaHHs Ta afpecu Micus
NPOBaKEHHS AisiNIbHOCTI BUPOGHMKA, 6€3 3MiHM MicLA
BMPOOHMLTBA. 3MiHM BHECEHI B iHCTPYKLil0 ANA
MeAMYHOro 3acTocyBaHHsA J13 y p. "BUPOGHUKK",
"Micue3HaxomkeHHs BUpo6HYVKa Ta ioro agpeca micus
NpoBaPKEHHS AiANbHOCTI" 3 BIANOBIAHUMN 3MiHAMW B
TEKCTi MapKyBaHHs1 yNakoBOK. BBefjeHHs1 3MiH NpoTArom
6-TV MicALUiB nicnsA 3aTBepKeHHS. 3MiHu | TUny - 3MiHK
oo 6e3nekn/edeKTUBHOCTI Ta dpapmakoHarnsgy (iHiwi
3MiHK). 3amiHa po3giny “I'padiuHe ohopmaeHHsS
ynakoBkun” Ha “MapkysaHHs” B MKA J13. 3aTBepaXeHo:
TPASNYECKOE O®OPM/TIEHUNE YMAKOBKW. B
COOTBETCTBUU C YTBEPXKAEHHBLIM 06pa3LIOM.

3a
peyenmom

UA/12809/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTtBepaxeHoro
TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii
LLIOA0 3a3HaYeHHS OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
BBBefeHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
22, AUL® PO34uH opasibHUiA, Mo 20 CaHpo3 CnoBeHis Cantotac ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 6e3 UA/8272/02/01
mr/mn, no 100 mn a6o dapmacbioTika 'M6X, HimeuunHa TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peuyenma
no 200 mn y dhnakoHi; no n3 a.a. (Bunyck cepii); hapmakoHarnagy (iHwi 3miHu) - 3amiHa po3giny
1 donakoHy y KOMMIEeKTi dapwma BepHirepoge “I'padhivuHe 306pakeHHs ynakoBku” Ha “MapKyBaHHsA" B
3 MipHVMM KOBMAa4KoM 'M6X, HimeuunHa MK$A N13; 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3
Ta/abo MipHUM (BUpOGHMLTBO 3aTBEpPKEHNM TEKCTOM MapKyBaHHSA. OHOBJ/IEHHA
ansikatopom (LWnpuuem) "bulk", nepBuHHe Ta TEKCTYy MapKyBaHHS YNaKoBKU/ NiKapCcbKoro 3acoby 3
Y KapTOHHIli kopobLi BTOPWHHE BHECEHHSAM iHGhopMaLii LWoA0 3a3HAYEeHHS OAMHULL
nakyBaHHs, BMMIpIOBaHHA y cuctemi Sl.
TecTyBaHHs) TepMmiH BBeZleHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPIAKEHHS
23. AUL® NTOHr Tabnetku wunydi no 600 CaHpo3 CnoBeHis Cantotac ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 6e3 UA/6568/01/01
Mr; no 10 Tabnetok y PapmacbioTika M6X, HimeuunHa; MRy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
Ty6i; no 1 Ty6i B ns3 a.a. Xepmec thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
KapTOHHI KOPOOL ApuHaiimiTTens po3giny “MapkyBaHHs” MKA J13; 3anponoHOBaHo:
'M6X, HimeuunHa MAPKYBAHH#A 3rigHo 3 3aTBEPAKEHUM TEKCTOM
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmauii Wwoao
3a3HavyeHHsA OAVMHULb BUMIPIOBaHHSA y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPMAKEHHS
24. BENOrEHT Kpem no 15r a6o 30 r B Benyno, nikn Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/10920/01/01
Ty6i; no 1 Ty6i B Ta KOCMeTuka, KocmeTuka, A.4. TMny - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
KapTOHHIN navuj o.a. hapmakoHarnsigy. BeegeHHs abo 3miHn go

y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX PO cUcTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
3[ilicHeHHs1 chapMakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHa Bif, YNOBHOBaXeHOI 0cO6W, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnaay (BKYarUy KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3MilLeHHiI MacTep-harina
cucTemMu chapmakoHarnsgy) - 3MmiHa KOHTaKkTHOI 0co6u
YNOBHOBaXXEHOI 0CO6U 3asiBHYKA, BifnoBigabHOI 3a
3pilicHeHHs1 chapmakoHarnsgy B YkpaiHi. Jirova
pepakuis: lwyk Hatasnka MNeTpisHa. MNponoHoBaHa
pefakuis: BonowmvHa AHactacis AHaToniiBHa. 3MiHa
KOHTaKTHUX SAaHMX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANOBiAA/IbHOI 3@ 3[iICHEHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
dhapMakoHarnisay B YkpaiHi.
25. BENOrEHT Ma3b no 15ra6o 30ry Benyno, nikn Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 0 peecTpaLiiiHMXx MaTepiasis: 3MiHu | 3a UA/10920/02/01
Ty6i; no 1 Ty6i B Ta KOCMeTuka, KocmeTuka, A.4. My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
KapTOHHIM navui o.a. thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cUcTemMy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3AjiCHeHHs hapMakoHarisay B YKpaiHi, SKLLo BoHa
BiMiHHA Bif, YNOBHOBaXKEHOI 0Cco6W, BignoBigaibHOI 3a
3[jicHeHHs hapmakoHaraay (BKIHYaun KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
YNOBHOBaXXEHOI 0COOU 3asIBHMKA, BifnoBigaibHOI 3a
3piicHeHHs1 hapMakoHarnsgy B YkpaiHi. [ponoHoBaHa
pefakuis: BonowuvHa AHactacis AHaToniiBHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6M YNOBHOB&XEHOI
0co6u 3asiBHMKA, BiANOBIAA/IbHOT 3@ 34iICHEHHS
thapmakoHarnsagy B YkpaiHi
26. BIB/TIOK PO34nH A8 iH ek, TOB "tOpis- YkpaiHa TOB "lOpia-®apm” YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHux maTepiasis: 3MiHu | 3a UA/16313/01/01
10,0 mr/mn no 10 mny Papm"” MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
donakoHi; no 5 donakoHis hapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
Y KOHTYPHIA YapyHKOBIli po3gainy “MapkyBaHHa" MK /13: 3anponoHoBaHo:
ynakosLij; no 1 MapkyBaHHS. 3rifiHO 3aTBEpAXKEHOro TEKCTY
KOHTYPHIli YapyHKOBIlA MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKM
ynakoBLi B nayi 3 NiKapcbKoro 3acoby 3 BHECEHHAM iHghopmauii Wwoao
KapToHYy 3a3HaYeHHs OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPMAKEHHS
27. BINE Tabnetku, 210 wr; no 10 TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/16126/01/01
BYTINNA® TabneTtok y 6nictepi; no "OMHI®PAPMA reyn" MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma
1 6nicTepy B KApTOHHIN KuiB" hapmakoHarniagy (iHwi 3MiHK) - OHOBMEHHS TEKCTY
nauui; no 12 Tabnetok y MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSIM
6nicTepi; no 2 6nictepu iHchopmawii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
B KAPTOHHIl navui; cucTtemi Sl. BBegeHHs 3MiH NpoTsirom 3 MicsiyiB nicnas
no 100 TabneTtok y 3aTBEPKEHHSA
KOHTelHepi; no 1
KOHTEliHepy B KapPTOHHIl
navui
28. BIOBEH po34nH aNna iHdysili 5%; TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/14526/01/01
MOHO® no 25 mn, 50 mn a6o "BIOPAPMA MNA3MA", YkpaiHa MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
100 mn y nnswuyi abo MNA3MA" (BMPOGHMLTBO, hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHS TEKCTY
chnakoHi; no 1 naawLi nepsuHHE MapKyBaHHS yNakoBKW /TIKapCbKOro 3aco0y 3 BHECEHHAM

ab0 hn1akoHy y mayui 3

nakyBaHHs); TOB

iHdbopmauii WoA0 3a3HaYeHHsA OANHMLL BUMIPOBAHHS Y
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapToHY "BIO®PAPMA cuctemi Sl. 3miHn o po3giny «MAPKYBAHHSA» MK4;
MNA3MA", YkpaiHa 3anpornoHoBaHo: MAPKYBAHHSA BignosigHo ao
(BUpOGHULTBO, 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBEAEHHS
nepBuHHE Ta 3MiH: NpoTArom 3 MiICALIB MIC/1A 3aTBEPKEHHS
BTOPVHHE
nakyBaHHS1, BUMyCK
cepii); TOB
"BIO®APMA
MNA3MA", YkpaiHa
(KOHTPO/Ib SIKOCTI)
29. BIOBEH pO34uH aNs iHQysili 5%, TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | - UA/14527/01/01
MOHO® in bulk: no 25 mny "BIOPAPMA MNA3MA", YkpaiHa My - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
nAawui abo dpriakoHi; no MNA3MA" (BpOGHMLTBO, thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
96 nnswok abo nepBuHHe MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3 BHECEHHSM
h1aKkoHIB y rpymnosii nakyeaHHs); TOB iHthopmawii LLoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
Tapi; in bulk: no 50 mn y "BIO®PAPMA cuctemi Sl. 3miHn o po3giny «MAPKYBAHHSA» MK4;
nnsawui abo cakoHi; no MNA3MA", YkpaiHa 3anpornoHoBaHo: MAPKYBAHHSA BignosigHo ao
56 nnawok abo (BUpOGHULTBO, 3aTBepKeHOro TekcTy MapkysaHHsa. MAPKYBAHHA
h/1aKoHIB y rpymnoBiii nepBuHHE Ta LoAo npoaykuii in bulk. TekcT MmapKyBaHHsA AOAAETHCA.
Tapi BTOPWHHE TepMiH BBEEHHS 3MiH: NPOTAroM 3 micALUiB nicns
nakyBaHHs, BUNYyCK 3aTBEPKEHHS
cepii); TOB
"BIO®APMA
MNA3MA", YkpaiHa
(KOHTPO/Ib SIKOCTI)
30. BIPOK® IC Tabnetku, no 10 ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/14315/01/01
TabneTtok y 6aictepi; no [04aTKOBOO [04aTKOBOO MRy - 3MiHW Woao 6e3nekn/edeKkTMBHOCTI Ta peyenmom
1 6nicTepy B nauuj 3 BiANOBiA&/IbHI BiANOBiAa/IbHICTIO hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
KapToHy CTHO "IHTEPXIM" nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
"IHTEPXIM" A1 MeMYHOro 3acToCyBaHHS Ha MiAcTaBi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn Nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B micnsipeecTpauiiHnii nepiod, abo siKk pesynbTar
OL|iHKM 3BIiTY 3 JOC/iAXeHb, MPOBeAEHNX BiANOBIAHO A0
nnaxy negiatpuyHux gocnigpkeHb (PIP) (3miHy
Y3rOPKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OPraHom) -
3MiHW BHECEHI [0 iHCTPYKUIT 415 MeanyYHOro
3acToCyBaHHSA NikapcbKoro 3acoby y po3ginu
"Oco6mBOCTi 3acTocyBaHHs", "Crnoci6 3acTocyBaHHs Ta
[031" BignoBigHO 4,0 OHOB/EHOI iHChopMaLii 3 6e3nekn
Lito40i pevyoBuHY. BBeAEHHS 3MiH NpoTAroM 3-x micsuiB
nicns 3aTBepAkeHHs
31. BOHEBICTA pO34nH N8 iH ekuiin, 1 MicTpan AHrniA EBep ®apma [xeH HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/16927/01/01
Mmr/mn no 3 Mn B Kenitan 'm6x, HimeyunHa Benbris/ MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
nonepegHL0 MeHemKMeHT (Bupo6HMLTBO bulk, Icnanis hapmakoHarniagy (iHwWi 3MiHM) - OHOBMEHHS TEKCTY
HamnoBHEHOMY LINpULY; Nimiteq nepBuHHe Ta MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSM

no 1 nonepegHsLO
HanoBHEHOMY LUMPULY B

BTOPUHHE
nakyBaHHs); EHecTis

iHchopMawii LoA0 3a3HAYEHHST OAMHULL BUMIPHOBAHHS Y
cuctemi Sl. BHECEHHS 3MiH A0 po3diny “MapKyBaHHsS"
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOMMJ/IEKTI 3 FO/IKOI0 B Benbris HB, Benbris MK$A /13": 3anponoHoBaHo: MapkyBaHHS. 3rigHo
KOHTYPHIli YapyHKOBIl (BTOPVHHE 3aTBEPKEHOrO TEKCTY MapkyBaHHs. BBeeHHS 3MiH
ynakoBLji B nauLii nakyBaHHs); CiHTOH NpoTArom 6-Tn MiCALB NiCNA 3aTBEPAKEHHS
Xicnanis, C.J1.,
IcnaHis (Bunyck
cepii)
32. BPANOAH® pO34uH ANs iH'ekuid, 100 LWepinr-Mnay LLiBeiuapis H.B. OpraHoH, HinepnaHngu BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/10458/01/01
Mr/mn; no 2 M abo 5 mn CeHtpan Ict Higepnanaun / CWWA TUNY - BHECEHHS 3MiH B NPOLLeC BUPOGHMLTBA FOTOBOTO peyenmom
y donakoHi; no 10 Al (BMpPOGHMLTBO 3a nikapcbKoro 3acoby Ansa hnakoHiB Mo 2 M 3 pO3MipoM
(h/1aKOHIB Yy KapTOHHIi NMOBHUM LMK/IOM, cepii N3 - 381 n, 30Kkpema: BBEAEHHS NPU3YMUHKN
ynakoBLi BK/IIOYAOUN [1O3BIN npouecy HanoBHEHHS, W06 3abe3neunt 06pobky
Ha BUMYyCK cepii); NepLIoro 3aBaHTaXKeHHS cTepuisaTopa nepep 3anyckom
MarteoH [APYroro 3aBaHTaXeHHs. BHECeHHS1 He3HauHNX
MaHydekuypiHr pefakuiiHux npaBoK. BBefeHHst 3MiH NpoTsArom 6-u
Cepsices En. En. MICALIB MiCNA 3aTBEPKEHHS; 3MiHW | TUNY - BBEAEHHSA
Ci., CWLIA anbTepHaTMBHOIO PO3Mipy cepii roTOBOro NMikapcbKoro
(BMPOGHULITBO 3acoby - 381 n Ans dnakoHis No 2 M Big BUPOGHMKA
Hepo3acoBaHoi Patheon Manufacturing Services LLC, USA, goaaTkoBo
npoayKuii, NnepBnHHe [0 3aTBEPAKEHOr0 Ha AaHuii yac po3mipy cepii — 255 1.
nakyBaHHs, [JopatkoBuii 36iNbLIEeHUIA po3Mip NPU3BOAUTL A0
KOHTPO/b cepii B 36iNbLUEHHS KiNTbKOCTI ¢hnakoHis 3 110 000 go 169 000,
nepByHHOMY 36iNbLUEHHS Ki/TbKOCTI Npo6ok (13 mm) Big 65000 o
nakyBaHHi Ta nig vac 90000 Ta 36iNbLlUeHHs 06'eMY CUIKOHY A0 5 MA, WO
BMNpo6yBaHb BMKOPUCTOBYETHLCA 4718 NPO6OK. BBEAEHHA 3MiH
cTabinbHoCTI) NpOTSArom 6-Ty MiCSILiB Micnsi 3aTBEPAKEHHS
33. BPOMIEKCW | Tabnetku no 8 mr no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/5902/01/01
H-0APHULA TabneToK y KOHTYPHii "®apmaueBTu "®GapmaLieBTnyHa MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
YapyHKOBIli ynakoBLj; Mo YyHa thipma chipma "HapHuus” hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHSA TEKCTY
5 KOHTYpHMUX "fapHuus" MapKyBaHHS YNakoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
YapyHKOBMX YNAKOBOK Y iHchopmawii LWoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
nauyj; no 10 TabneTok y cuctemi Sl. 3amiHa po3giny “I'padiyHe odhopmsieHHsA
KOHTYPHUX YapyHKOBUX ynakoBkun” Ha “MapkysaHHA” B MKA J13; 3anponoHoBaHo:
ynakoskax; no 20 MAPKYBAHHSA BignoBigHO A0 3aTBEPLYKEHOTO TEKCTY
TabneToK y KOHTYPHUX MapKyBaHHs. TepMiH BBeieHHS 3MiH MPOTAroM 6 MicALiB
YapyHKOBUX ynakoBKax nicns 3aTBepaKeHHs
34. BPOHXO®PIT 36ip no 50 r abo 1001y TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 6e3 UA/3546/01/01
nakeTi, BKN1ageHomy B "HaykoBo- BUPOGHMYA TUNYy - 3MiHW LWoAo 6e3nekn/echeKTUBHOCTI Ta peyenma
nayky; no1,5ry BMPOGHMYA thapmavieBTUyHa thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
inbTp-nakeTi; no 20 hapmaueBTny KoMnaHis "EAM" po3ainy «MapkyBaHHs1» MKSA J13: 3anponoHoBaHo:
hiNbTP-nakeTiB y navui Ha KoMnaHis MAPKYBAHHA 3rigHo 3aTBEpAXEHOro TeKCTy
"EAM" MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNaKoBKM NiKapCbKOro 3acoby LL0AO 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHA Y cucteMi Sl. BBeeHHS 3MiH
npoTArom 3-x MicsuiB Mic/1A 3aTBEPLKEHHS
35. BYCTPUKC™ | cycneHsia Ans iH'ekuin nakcoCwmitKn Benvka "nakcoCwmiTKnsiiH Benebris BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHu | 3a UA/14955/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOMBIHOBA | 0,5 mn/go3y, no 1 gosiy anH Ekcnopt BputaHis Bionoaxikans C.A. MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
HA nonepegHL0 NimiTen thapmakoHarnagy (iHwWi 3MiHW) - NpUBEAEHHSA Ha3BuU
BAKLUMHA HanoBHEHOMY LUNPULL; 6akTepii Bordetella pertusis 40 KOPOTKOI
ansa no 1 nonepegHsL0 XapaKkTepucTMKM Nikapcbkoro 3acoby B PeecTpauiiHomy
NMPO®INNAKT HanoBHEHOMY LNpULY Y nocBiAYeHHi, IHCTPYKLii ANA MeANYHOro 3aCTOCyBaHHS,
KN KOMM/EeKTi 3 ABOMa TeKCTi MapKyBaHHS O PEECTPAL,iAHOrO NOCBIAYEHHS.
ANDTEPII, rofikamv B TepmiH BBEAlEHHS 3MiH MPOTAroM 6 Micauis nicns
NPABLUA, NnNacTUKoBOMY 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHW WoA0
KALLJTHOKY KOHTelHepi; no 1 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy (iHwi 3mMiHun)
(ALEENMKONAP | KOHTEliHepy Y KapTOHHIl - 3MiHM go po3giny «MAPKYBAHHA» MKA.
HUA Kopoobui 3anponoHoBaHo: Po3gin «MapkyBaHHs». 3rifHO
KOMMOHEHT 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBEAEHHS
) 3MiH: NpoTArom 6 MicsALiB 3 AaTV 3aTBEPAKEHHS
(AOCOPBOB
AHA, 3I
3MEHLLEHU
M BMICTOM
AHTUIEHIB)
36. BYCTPUKC™ | cycneHsia ans iH'ekuii nakcoCmiTKn Benuka "nakcoCmiTKnsiiH Benbrisa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasis: 3MiHu | 3a UA/15071/01/01
nonio no 1 posi (0,5 mn/po3y), slH EkcnopT BpuTaHis Bionoaxikan3 C.A. TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
KOMBIHOBA no 1 fosi y nonepeaHb0 Nimiteq thapmakoHarnsgy (iHwi 3MiHW) - NpYBeAEHHS Ha3BK
HA HanoBHEHOMY LUNPULL; 6akTepii Bordetella pertusis go kopoTKoi
BAKUVHA no 1 nonepefHsL0 XapaKTepuCTMKM Nikapcbkoro 3acoby B PeecTpauiliHomy
Aana HanoBHEHOMY LLNPULY Y nocBiAYeHHi, IHCTPYKUIT A4N1A MEANYHOrO 3aCTOCYBaHHS,
MPO®INAKT KOMM/IEKTI 3 ABOMA TekcTi MapKyBaHHS [0 peecTpauiiHoro noceigyeHHs. B
NKIN ronkamv B MKSA no po3sgainy Cknaz, BHOCATLCS NPaBky Bi4NOBILHO
BUNDTEPII, n1acTUKOBOMY [10 po3giny gocke 3.2.P.1.
MPABLS, KOHTeliHepi; no 1 TepMmiH BBeAlEHHS 3MiH NPOTAroM 6 micauis nicns
KALUHOKY KOHTEHepY y KapTOHHiIl 3aTBEPKEHHS; 3MiHU | TUny - 3MiHW Woao
(ALEENONAP | kopobui 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
HUIA - 3MiHM go po3giny «MAPKYBAHHSA» MK4A.
KOMMOHEHT 3anponoHoBaHo: Po3ain «MapkyBaHHs». 3rifHo i3
)TA 3aTBEPKEHUM TEKCTOM MapKyBaHHA. TepMiH BBEAEHHS
noniomMien 3MiH: NpOTArom 6 MicsLiB 3 AaTV 3aTBEPIKEHHS.
TY
(IHAKTBOB
AHA)
(AOCOPBOB
AHA, 3I
3MEHLLEHU
M BMICTOM
AHTUIEHIB)
37. BA3ABITAN® | kancynu no 10 kancyny TOB YkpaiHa MAT "BITAMIHL", Ykpaina BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 6e3 UA/6628/01/01
6nictepi, no 3 6nictepu "YkpaiHcbka Ykpaiva; TOB TMNY — 3MiHX METOAMKM 3a NOKAa3HMKOM «laeHTudikaL,is. peyenma
B KOpPOOLi 3 KAPTOHY; NO hapmaueBTny "ACTPA®APM", OGHIXOKSA 6pKONMHE (aMiHOKMCNOTK)» (NPO6oNiArOTOBKA,
90 kancyn y 6aHui Ha KommnaHis" Ykpaina YMOBW XpomatorpadyBaHHs); 3MiHU | TNy — 3MiHU

noniMepHiiA, no 1 6aHui
B KOPOOGLIi 3 KapTOHY

MEeTOAMKM 3a NOKa3HUKOM «laeHTudpikauis. MHKro
6i106a, pyTH» (NPo6oNiAroToBKa). | ik HACNIAOK 3MiHK
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KpUTEepIiB NPUAHATHOCTI (f04aHo ifeHTUdiKaLis pyTuHY);
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBUIA NiKapCbKuii
3aci6. KOHTposib roToBOro Mikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONYCTUMMX MEX
roTOBOro Nikapcbkoro 3acoby (4ONOBHEHHS abo 3amiHa
nokasHuka cneuudikauii 3a pesynbTataMmu JOCNIgKEHb 3
6e3nekn abo SKOCTi (3a BUHATKOM MiKapCbKunxX 3acobiB
6i0/10r4HOro/iMyHOOTYHOTO NOXOKEHHS)); 3MiHU | TUny
— 3MiHW METOAMKM 3a NOKa3HUKOM «KinbKicHe
BM3Ha4eHHs. TiamiH xnopug,. PubodnasiH. MipnaokcmH
rigpoxnopug. HikoTuHoBa kucnota» (Npobonigrotoska,
YyMOBM XpomaTorpadpyBaHHs, yMOBW NpUAATHOCTI
XpomaTtorpadiyHoi cuctemu); 3miHum | Tuny — nogaHo
HOBWI cepTudpikaT BignosigHocTi E® No. R1-CEP 2011-
077-Rev 01 gna gitoyoi pevoBUHY TiamiHy rigpoxiopuay
Bif HoBOro BMpo6Hmka JIANGXI TIANXIN
PHARMACEUTICAL CO., LTD, Kuraii.
3MiHu Il TUny - BBEAEHO HOBOIO BUPOGHYKA AjitoHOl
PEYOBUHM CyXOro eKCTpakTy riHkro 6ino6u Ningbo Liwah
Pharmaceutical Co., Ltd., Kutaii
38. BANNAPOKC TabneTkn, BKPUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpaliiHiX MmaTepiasnis: TEXHIYHA 3a UA/16269/01/01
NAiBKOBOK 060I0HKOMO, HoBo mecTo bulk", nepBuHHe Ta nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom
10 mr/80 mr no 10 BTOPUHHE BUMNpaB/IEHA B TEKCTI MapKyBaHHS Ha BTOPUHHIl
Tabnetok y 6nictepi; no nakyBaHHs, ynakosuji /13; 3anponoHosaHo: 9. YMOBW 36EPITAHHA
3 abo no 9 6nicTtepiB y KOHTPO/b Ta BUMYCK [nsa nikapcbkoro 3acoby He NOTPiGHI crewianbHi
Kopoobui cepii: KPKA, a.4., TemnepartypHi ymoBu 36epiraHHs. 36epiratn y
HoBo mecTo, opuriHanbHii ynakoBsLj ANs 3axX1cTy Bif Aji BOMOTW.
CnOBEHist; KOHTPO/Tb 3a3HayeHe BMMNpaB/iEHHS BigNoBigae maTepianam
cepi: peecTpauiiiHoro focke
KPKA, a.4., Hoso
mecTo, CrioBeHis
39. BANNAPOKC TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianiB: TeXHIYHA 3a UA/16269/01/02
NAiBKOBOK 060/TI0HKOIO, HoBo mecTo bulk", nepsuHHe Ta nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
20 mr/80 wmr, no 10 BTOPWUHHE BUMNpaB/ieHa B TEKCTI MapKyBaHHS Ha BTOPWHHIl
Tabnetok y 6nictepi; no nakyBaHHs, ynakosLi J13; 3anponoHoBaHo: 9. YMOBW 3BEPIFAHHA
3 a6o no 9 6nictepis y KOHTPONb Ta BUMYCK [lnsa nikapcbkoro 3acoby He NOTPIGHI crnewianbHi
KopooLi cepii: KPKA, g.4., TemnepaTtypHi ymoBu 36epiraHHs. 36epirati y
HoBo mecTo, OpuriHanbHiIi ynakoBLi Ansi 3axucTy Bif Aii Bonoru.
CnoBEHis; KOHTPO/Tb 3asHayeHe BMNpaBneHHN BigNoBigae maTepianam
cepii: peecTpauiiHoro Jocke
KPKA, a.4., Hoso
mecTo, CrioBeHis
40. BANAPOKC TabneTku, BKPUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianiB: TeXHIYHA 3a UA/16269/01/03
NNiBKOBOK 060/1I0HKOIO, HoBo mecTo bulk", nepsuHHe Ta nomMmunka (3rigHo Hakaszy MO3 Big 23.07.2015 Ne 460) - peyenmom

10 mr/160 wmr, no 10 BTOPWHHE BMNpPaB/ieHa B TEKCTi MapKyBaHHS Ha BTOPUHHIN
TabneTtok y 6nictepi; no nakyBaHHs, ynakosi /13; 3anponoHosaHo: 9. YMOBW 3BEPIFAHHA
3 abo no 9 bnicTepis y KOHTPO/b Ta BUMYCK [nsa nikapcbKkoro 3acoby He NOTPi6HI crewiabHi
Kopo6ui cepii: KPKA, a.4., TemnepartypHi ymoBu 36epiraHHsi. 36epiratn y
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
HoBo mecTo, OpuriHanbHii ynakoBLi Ans 3aX1CTy Bif Aii BOMOTW.
C/OBEHiIsA; KOHTPO/Ib 3a3HaueHe BUMNpaB/IeHHA BiANOBigae MaTepianam
cepii: peecTpauiiiHoro focke
KPKA, a.4., HoBo
MecTo, C/oBeHis
41. BANNAPOKC TabneTkn, BKPUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpauiiiHiX maTepiasis: TEXHIYHA 3a UA/16269/01/04
NAiBKOBOK 060I0HKOIO, HoBo mecTo bulk", nepBuHHe Ta nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom
20 mr/160 mr, no 10 BTOPUHHE BUMNpaB/IEHA B TEKCTIi MapKyBaHHS Ha BTOPUHHIl
Tabnetok y 6nictepi; no nakyBaHHs, ynakosuji /13; 3anponoHosaHo: 9. YMOBW 36EPITAHHA
3 a6o no 9 6nicTtepiB y KOHTPO/b Ta BUMYCK [nsa nikapcbkoro 3acoby He NOTPiGHI crewianbHi
Kopoobui cepii: KPKA, a.4., TemnepartypHi ymoBu 36epiraHHs. 36epiratn y
HoBo mecTo, OopuriHanbHii ynakosLj ANs 3axX1cTy Bif Aii BOMOTW.
CnoBEHist; KOHTPO/Tb 3a3HaueHe BMMNpaB/eEHHS BigNoBigae maTepianam
cepi: peecTpauiiiHoro focke
KPKA, a.4., Hoso
mecTo, CrioBeHis
42, BANEPIAHU TabneTkn, BKPUTI MNAT YkpaiHa MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/0265/02/02
EKCTPAKT 060/10HKOI N0 20 mr, no "Tannudapm" My - 3MiHW WoAo 6e3nekn/edhekTMBHOCTI Ta peyenma
10 Tabnetok y 6nicTepi, hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
no 5 6nictepis y nauw; nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
no 50 TabneTtok y 0151 MeQUYHOro 3aCToCyBaHHA Ha MigcTaBi perynspHo
6nictepax OHOB/IHOBAHOTO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B micnsipeecTpauiiiHuii nepiod, abo siKk pesynbTar
OL|iHKM 3BIiTY 3 JOC/iAXeHb, MPOBeAEHNX BiANOBIAHO A0
nnaxy negiatpuynmx gocnipxkers (PIP) (iHwi 3MiHK) -
3MiHM BHECEHO A0 po3ainy "OcobamMBoCTi 3acToCcyBaHHSA"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3neku
3aCTOCYBaHHSA JONOMDKHUX PEYOBUH.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHSA
43. BAJICAPTAH | Tabnetku, BKpUTI TOB "TeBa YKpaiHa AkTasic NTA, ManbTta/ BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasis: 3MiHu | 3a UA/5463/01/01
-TEBA NNIBKOBOK 060/TI0HKOIO, YkpaiHa" ManbTa; Bonrapis MRy - 3MiHK 3 siKocTi. CepTudikaT BignoBigHOCTI/IE- peyenmom
no 40 mr, no 10 BankaHdapma- cepTudikaT BignoBigHOCTI EBponeichkiii
Tabnetok y 6nictepi, no OynHuusa AT, hapmakonei/moHorpadii. MogaHHA HoBoro abo
3 abo 9 6nicTepiB y Bonrapis OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUTYUYEHHS

KapTOHHIA Kopoo6Li

cepTudpikaTa BignosigHOCTI EBponeiickbkili hapmakonei:
ana A®l; ans BuxigHoro
martepiany/peareHTy/NPOMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; A58 LONOMKHOI
peyoBMHM (cepTuUdikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IeHWI cepTudpikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHa oHoeneHoro CepTtudikaty BiAnoBigHOCTI
€Bponeiickkin hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big BXxe
3aTBepxeHoro Bupo6Huka ZHEJIANG HUAHAI
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Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

PHARMACEUTICAL CO., LTD. ana A®| BasicaptaHy,
BBeEeHHS KOHTpoo aoMiwok NDMA Ta NDEA 3
mexamu 0,300 ppt Ta 0,082 ppT BigNoBigHO

BAJICAPTAH
-TEBA

TabneTku, BKPUTI
NAiBKOBOK 060I0HKOIO,
no 80 mr, no 10
TabneTtok y 6nictepi, no
3 abo 9 bnictepiB y
KapTOHHI KOopoo6Li

TOB "TeBa
YkpaiHa"

YkpaiHa

AkTaBic NTA,
ManbTa;
BankaHtapwma-
AynHnua AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 0 peecTpauiiiHux MmaTepiasis: 3MiHu |
TMNy - 3MiHK 3 aKocTi. CepTudikaT BignosigHOCTI/E-
cepTugikaT BiANOBIAHOCTI €BpPONenchbKil
hapmakonei/moHorpadii. MogaHHA HOBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYUYEHHS
cepTudiikaTa BignosigHOCTI EBponelickkii dhapmakonei:
onsa A®l; ona BuxigHoro
marepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, L0

BMKOPUCTOBYIOTbCA Yy BUPOOHULTBI ADI; AN1a [ONOMKHOI

peyoBuMHM (cepTudiikat BiANOBIAHOCTI EBpONechbkili
(hapmakonei) - OHOBMEHUIA cepTUdiKaT Bif, yxe
3aTBEP)KEHOro BUPOOHYKA -
noaaHHs oHoBneHoro CepTtudikaty BiAgnoBigHOCTI
€poneiicbkili hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big BXe
3aTBepmxeHoro BupobHnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ansa A®| sasicapTtaHy,
BBEefEHHS KOHTpoto fomiwok NDMA ta NDEA 3
mexamu 0,300 ppt Ta 0,082 ppT BignosigHO

3a
peyenmom

UA/5463/01/02

45,

BANCAPTAH
-TEBA

TabneTkn, BKPUTI
N1iBKOBOK 060/10HKOI0,
no 160 mr, no 10
Tabnetok y 6nictepi, no
3 abo 9 6nictepiB y
KapTOHHIA Kopoo6Li

TOB "TeBa
Ykpaina"

YKpaiHa

AkTasic NTA,
ManbTa;
BankaHdapma-
OynHunus AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TUMy - 3MiHKM 3 AKocTi. CepTudikar BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI @60 BUNYYEHHS
cepTudikaTa BignosigHOCTI EBponeiickbkiil hapmakonei:
ons A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo

BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; A58 LOMOMDKHOI

peyoBuUHM (cepTUdikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBNEHNIA cepTudikaT Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHsa oHoBsieHoro CepTudikaty BignoBigHOCTI
€Bponeiickkin hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big BXe
3aTBepAxeHoro Bupo6Hnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ana A®| BancaptaHy,
BBeEeHHs KOHTpoto Aomiok NDMA T1a NDEA 3
mexamu 0,300 ppt Ta 0,082 ppT BignosigHO

3a
peyenmom

UA/5463/01/03

46.

BAJICAPTAH
-TEBA

TabneTkn, BKPUTI
NAiBKOBOK 000I0HKOHD,
no 320 mr no 10
TabneTtok y 6nictepi, no
3 abo 9 6nicTepiB y
KapTOHHiiA KOpo6Li

TOB "TeBa
YkpaiHa"

YKpaiHa

AkTasic NTA,
ManbTa;
BankaHtapwva-
AynHuusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu |
TMNy - 3MiHK 3 aKocTi. CepTudikaT BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOIO cepTudpikaTa BiANOBIAHOCTI 260 BUMYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakonei:
ansa A®l; onsa BuxigHoro

3a
peyenmom

UA/5463/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

peecmpayitiHo2o

Homep

47.

marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; AN18 LONOMKHOI
peyoBUHM (CepTuUdikaT BiANoBIgHOCTI EBpONechbkili
chapmakonei) - OHOBMEHNIA cepTUdiKaT Bif, yxe
3aTBEPAKEHOr0 BUPOBHMKA -
nogaHHa oHoeneHoro Ceptudikaty BiAnoBIgHOCTI
€poneiicbkiii hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big BXxe
3aTBepAxeHoro Bupo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ansa A®| BasicaptaHy,
BBeEeHHS KOHTpoto aoMiok NDMA Ta NDEA 3
mexamu 0,300 ppt Ta 0,082 ppT BigNoBigHO

nocsi0o4YeHHs

48.

BAHKOMIL
H-BICTA

BAHKOMILUW

nioghinisat Ans po3unHy
Ans iHdy3iii no 500 wr,
1 cKAAHWIA h1akoH 3
niodgpinizaTom, MiCTKiCTIO
10 MmN B KAPTOHHIl
Kopoo6Li

Mictpan
Kenitan
MeHeKMeHT
NimiTen

AHrnis

BEM Inay CaH. Be

Tik. A.C.

TypeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - BHECEHI LL0A0

OHOBJ/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro

3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns

3aTBEPMKEHHS. 3MiHM | TUNy - AOMIHICTPaTMBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua

NPoBaPKEHHS Aisi/IbHOCTI BUPOOHMKA (BK/1HOYaoun, 3a

HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/IO SKOCTI), abo
B/lacHUKa mactep-chaiina Ha A®l, abo noctayasibHuKa
Adl/BuxigHOro Matepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 3aCTOCOBYKOTbCS Y BUPOOHULTBI AD|
(KO 3a3HaYeHO Y AOChE Ha Nikapcbkuii 3acib) 3a

BiICYyTHOCTI cepTudpikaTa BiANoBigHOCTI EBponeichbkili

hapMakonei y 3aTBepAKeHOMY A0CbE, ab0 BUPOGHMKA

HOBOT JOMOMDKHOT PEYOBMHM (SIKLLIO 3a3HAYEHO Y AO0ChE)
- 3MiHV BHECeHI B IHCTPYKLi0 4151 MeANYHOro

3actocyBaHHs /13 y p. "BupobHuk", "MicLe3HaxomkeHHS

BMPOGHMKa Ta A0ro agpeca Micus npoBakKeHHs

LisNbHOCTI" 3 BigNOBIAHYMM 3MiHAMMW B TEKCTI

MapKyBaHHS yrnakoBoOK. BBeAeHHs 3MiH NpOTArom 6-1n

MicsILiB nic/1s 3aTBepAKEHHS.

3a
peyenmom

UA/18265/01/01

H-BICTA

niodpinizaT ANs posumHy
Ans iHdysili no 1000 wr,
1 ckNsHW dhnakoH 3
niocpinizaToM, MiCTKICTIO
20 MmN B KAPTOHHIi
KopooLi

MicTpan
Kenitan
MeHeKmeHT
NimiTen

AHrnis

BEM Ina4y CaH. Be

Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - BHECeHi LWoa0

OHOBJIEHHS TEKCTY MapKyBaHHS YNaKoBK/ JliKapCbKOro

3acoby. BBefeHHsA 3MiH NpPOTAromM 6-Tu micsuis nicns

3aTBEPKEHHA. 3MiHU | TUNY - AGMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu Micus

NPOBaKEHHN AiSNIbHOCTI BUPOOHMKA (BK/THOYatoun, 3a

HeobXiAHOCTI, MicLie NPoBEeEeHHS KOHTPO/IO AKOCTI), abo
B/lacHUKa mMactep-cthaiina Ha A®l, abo nocTavasibHuKa
Adl/BnxigHoro matepiasy/peareHTy/MpoMixXHOro
NpPOAYKTY, L0 3aCTOCOBYHOThCS Y BUPOOHULTBI AD|
(sIKLLLO 3a3HAYEHO Y AOChE Ha NiKapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTta BiANoBIigHOCTI EBpONenchbkili

3a
peyenmom

UA/18265/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chapmaxkonei y 3aTBepkeHoMy A0Cbe, ab0 BUPOOHMKA
HOBOI JONOMiXHOT PEYOBUHY (SIKLLO 3a3Ha4Y€eHO Y 10CbE)
- 3MiHN BHECEHI B IHCTPYKL,O 4719 MEeANYHOro
3actocyBaHHs /13 y p. "BupobHuk”, "MicLie3HaxomKeHHs
BMPOGHMKa Ta oro agpeca MicLs NpoBaKeHHs
AiSNbHOCTI" 3 BiANOBIAHUMMN 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBoK. BBefieHHs 3MiH NpoTArom 6-Tn
MicALiB Nic/a 3aTBePAKEHHS.
49, BAP®APUH Tabnetkun no 3 mr; no 30 OpioH PiHnAHAIA OpioH KopropeliLuH, PiHNAHAIA BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/5190/01/01
OPIOH a6o no 100 TabneTok y KopnopeiiwH ®iHnAHgia; OpioH MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
donakoHi 3 KopnopeiiH, thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
BOZ,0OMOMNINHAHO0 PiHNAHAIA po3giny MKA: MAPKNPOBKA
Kancysnoto; no 1 (anbTepHaTUBHWIA MponoHoBaHa pepakuis: Po3gin «MAPKYBAHHSA»
ch/1akoHy B KapTOHHiiA BUPOGHWK, LLO 3rigHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHsS. OHOBMEHHS
Kopobui 3[i/iCHIOE NEePBUHHE TEKCTY MapKyBaHHS YNakoBKW /ikapCbKOro 3acoby 3
Ta BTOPUHHE BHECEHHAM iHdhopMaLlii LWOAO 3a3HaYeHHS O4UHUL
nakyBaHHs) BMMIpIOBaHHA y cucteMi S, Takox fofaetbcs Hasga J13,
Has3Ba filoyoi peyoBuHK, Nikapcbka dhopma, iHhopmadis
LLIOAO KiMIbKOCTi OAVHWLB B YNaKOoBLj, AaTy 3aKiHYeHHS
TEePMiHy NpPUAATHOCTI Ta HOMEPY cepii - aHrICbKO
MOBOI. BBeieHHsA 3MiH NPOTAroM 6-TW MicsLiB nicns
3aTBEPAKEHHS
50. BAP®APUH Tabnetku no 5 mr; no 30 OpioH PiHNAHAIA OpioH KopriopeliLuH, PiHNAHAiA BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/5190/01/02
OPIOH a6o no 100 TabneTok y KopnopeiiwH ®iHNAHgiA; OpioH MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
dhnakoHi 3 KopnopefiwH, thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
BOZONOrINHAOHO0 PiHNAHAIA po3ainy MKA: MAPKPOBKA
Kancynoto; no 1 (anbTepHaTUBHWIA MponoHoBaHa pepgakuis: Po3gin «MAPKYBAHHSA»
ch/1aKkoHy B KapTOHHIiA BUPOGHWK, LLO 3rifgHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS
KopoobLi 3[iiCHIOE NEPBUHHE TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
Ta BTOPVHHE BHECEHHAM iHthopMmalii LWOAO 3a3HaYeHHS OAUHULbB
nakyBaHHs) BMMIpIOBaHHA y cucteMi S, Takox fofaetbcs Hasga J13,
Ha3Ba filyoi peyoBuHK, Nikapcbka hopma, iHdhopmaLis
LLIOAO KiMIbKOCTi OAMHWLb B YNaKOoBLj, AaTu 3aKiHYeHHS
TepMiHy NMpPUAATHOCTI Ta HOMEPY Cepii - aHITICbKOK
MOBOI0. BBEIEHHS 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPMAKEHHS
51. BE/IKENA® niodpinizaT ANs posymHy TOB YkpaiHa BCIN ITania/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4405/01/01
AN iH'ekuili no 3,5 mr; 1 "[IXOHCOH i PapmacbloTikans ®paHuia/ TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
hNakoH 3 MOPOLUKOM Y LDKOHCOH C.N.A., Itanis Benbris hapmakoHarnagy (iHwi 3MiHK) - OHOBMEHHS TEKCTY
6niCTepHIn ynakosLi; no YkpaiHa" (BMpPOGHMLTBO, MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSIM

1 6nicTepHiil ynakoBLi B
KapTOHHI KOpOOL;

NepBMHHA ynakoBka
Ta KOHTPOSb SKOCTi);
M'ep d®abp
MegunkameHT
MpopakwH, dpaHuis
(BUPOGHMLTBO,

iHchopMawii LoA0 3a3HAYEHHST OAMHULL BUMIPHOBAHHS Y
cuctemi Sl
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nepBMHHA ynakoBka
Ta KOHTPOSb AKOCTI);
AHcceH
dPapmauesTnka HB,
Benbrisi (BTOpUHHA
ynakoBKa, KOHTPO/1b
AKOCTI Ta BUMYCK
cepii)
52. BEPAMNAMIN- | po3uvH ans iH'ekuin, 2,5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/3582/02/01
AAPHUUSA Mr/MA; Mo 2 M B "®apmaueBTu "®apmavueBTUYHa MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
amnyni; no 5 amnyn y YHa hipma hipma "JapHuus” hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
KOHTYPHIli YapyHKOBIl "fNapHuus" MapKyBaHHS YNakoBKM NiKapCbKOro 3ac06y 3 BHECEHHSM
YMaKoBLi; MO 2 KOHTYPHI iHchopmawii LWoA0 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y
YapyHKOBI YraKkoBKu B cuctemi Sl. 3amiHa po3giny “I'pacdiyHe odhopmIeHHs
nauuyj; no 2 mna B amnyni; ynakoBku” Ha “MapkyBaHHs” B MKA J13; 3anponoHoBaHo:
no 10 amnyny MAPKYBAHHSA BignosigHo [0 3aTBEPAXXEHOr0 TEKCTY
KOHTYPHIli YapyHKOBIi MapKyBaHHs. BBeeHHS1 3MiH NPOTAroM 6-Tu micsauis
ynakosLi; no 1 nicns 3aTBepmkeHHs
KOHTYPHili YapyHKOBIi
ynakoBLi B nayLi
53. BEPMOKC® Tabnetku no 100 mr, no TOB YKpaiHa JllocomegnkameHTa MopTyranis BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasiiB: 3MiHu | 3a UA/4226/01/01
6 Tabnetok y 6nicTepi; "[I)KOHCOH i Cocbepgage TekHika MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
no 1 6nictepy y LbKoHCOH dapmaueyTtuka, C.A. hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHS TEKCTY
KapTOHHIM nayui Ykpaina" MapKyBaHHS! yNakoBKW /TiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii WwoA0 3a3Ha4YeHHSA OAUHWLL BUMIPIOBAHHSA Y
cuctemi Sl
54, BIAICIK refib o4Hmin 0,2 % no 10 TOB «BAYLU YkpaiHa [p. F'epxapg MaHH HimeuyunHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 6e3 UA/8536/01/01
ry Ty6i; no 1 Ty6i B XENC» Xewm.-chapm. dabpuk Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma

KapTOHHiiA KOpo6Li

m6X

thapmakoHarnagy (iHwi 3minn) - fitoya pepakuis: Posgin
«5. M'padnueckoe ohopmeHne ynakoskm»
MponoHoBaHa pepakuisa: Po3gin «MapkysaHHA.»
BignosigHo A0 3aTBEPAXEHOTO TEKCTY MapKyBaHHS.
3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKu
NikapcbKoro 3acoby LU0A0 3a3HaYeHHS MKHaPOAHUX
No3HaYeHb OAVHWLb BUMIPIOBaHHS. BBeAEeHHS 3MiH
NPOTSArom 6-T MIiCAILiB MiCNs1 3aTBEPAYKEHHST; 3MiHM |
TMNy - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHSA AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IO4AK0UM AiNbHULI BUMYyCKy cepii abo micue
NpoBeLEeHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
BiAnoBigae BUPOOHMK/iMNoOpTep, BKIOUYAKUM BUMYCK
cepiid) - 3MiHa B HaliMeHyBaHHi Ta agpeci BUpOGHMKa
'N3. 3MiHK BHeceHi y po3ainu "BUpobHuK" Ta
"Micue3HaxomKkeHH BUPOOHMKa Ta oro agpeca Micusi
NPOBaPKEeHHA AiS/IbHOCTI" B IHCTPYKLiO 415 MegNyYHOro
3aCTOCYBaHHS Ta K HAcifoK - BiANOBIAHI 3MiHW Y TEKCTi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby (BeegeHHs
3MiH NPOTAroM 6-TM MiICALIB Nic/A 3aTBEPAXKEHHS)

55.

BISrEM

niodpinisat ANs po3umHy
Ans iHdoysiii no 200 wr,
1 cpnakoH 3
nioghinizatom y
KapTOHHIA KopooLi

Mini Xenckepe
NimiTen

Benvka
BputaHis

BeHyc Pemegic
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHa
3asBHUKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
(3rigHo Hakasy MO3 Big, 23.07.2015 Ne 460). 3MiHu |
TUny - 3mMiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv 4o
y3arasibHeHUX JaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemMy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3AjiCHeHHs hapMakoHarsay B YKpaiHi, SKLLo BoHa
BiAMiHHA Bif, YNOBHOBaXEHOI 0Cco6y, BignoBigaibHOI 3a
3[jicHeHHs hapmakoHaraay (BKIHYaun KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cuctemu dpapMakoHarnsgy). 3MiHa ynoBHOBaXKeHO!
ocobu 3asBHKKA, BIANOBIAA/IbHOI 3a thapMakoHarnsag,.
[itoua pepakuis: lwyk Hatanka MetpisHa. MponoHoBaHa
pepakuis: €EpMmolunHa OneHa AmMuUtpisHa. 3MiHa
KOHTaKTHUX JaHMX YNOBHOBaXXEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnsg. 3miHa
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemu
hapmakoHarnagy. 3miHa mMicusi 34iCHEHHSI OCHOBHOT
OiSnbHOCTI. 3MiHK | TMny - 3MiHK Woao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM). 3amiHa po3giny «[pachiuHe 306paxeHHs
yMakoBKM» Ha po3ain «MapkyBaHHs» MKA 13
3aTtBepmkeHo: padiiyHe 306pakKeHHs YNaKkoBKU.
[opaeTtbea. 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPPKEHOrO TEKCTY MapKyBaHHSA. 3MiHN BHECEHI B
TEKCT MapKyBaHHs ynakoBKW NikapCbKoro 3acoby LoAo
3a3HauYeHHSA MiXXKHapOAHWX NO3HAaYeHb OAUHULb
BVMIpPIOBaHHSI.

3a
peyermom

UA/11393/01/01

56.

BISFEM

niodpinizaT ANs posumHy
Ans iHdysili no 1000 wr,
1 cpnakoH 3
niocpinizatom y
KapTOHHI Kopoo6Li

Mini Xenckepe
Nimiteq

Benvka
BputaHis

BeHnyc Pemegic
Nimiten

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHa
3asBHMKa (BNacHvKa peecTpauiiHoro nocBig4yeHHs)
(3rigHo Haka3y MO3 Big, 23.07.2015 Ne 460). 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cucTemy hapmakoHarnsgy
(BBEAEHHS y3aralbHEHWX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa ans
3fjificHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
BiIMiHHA BiJ, YNOBHOB&X€eHOI 0C06M, BiANOBIAA/ILHOI 32
3[jicCHeHHs1 hapMakoHarnaay (BK/IHYaUM KOHTaKTHI
AaHi) Ta/abo 3MiHW y po3MmileHHi MacTep-taiina

3a
peyenmom

UA/11393/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

cuctemn chapmakoHarnagy). 3miHa ynoBHOBaXKeHoT
0ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[Litova pegakuis: Iwyk Hatanka MeTtpisHa. MponoHoBaHa
pepakuis: EpmowumnHa Onexa AMuTpiBHa. 3MiHa
KOHTaKTHUX AaHMX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,. 3miHa
MiCLie3HaxXoMKeHHS MacTep-dhaiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iliCHEHHSI OCHOBHOT
AiSNbHOCTI. 3MiHK | TUny - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM). 3amiHa po3ainy «IpadivyHe 306paXeHHs
ynakoBKW» Ha po3ain «MapkyBaHHs» MKA 13
3arBepmkeHo: padhivuHe 306paXkeHHs YNakoBKu.
[opaeTbesa. 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. 3MiHV BHECEHI B
TEKCT MapKyBaHHs ynakoBKW ikapCbKoro 3acoby LLoAo
3a3HaYeHHs1 MDKHapPOAHWNX NO3HAYeHb OAVHULb
BMMIipIOBaHHS.

57.

BIKC
AHTUTPUN
KOMMJIEKC

MOPOLLIOK A5
OpasIbHOTO PO34MHY; NO
5a60 10 cawey
KopooLi

MpokTep eHA
Fem6n
IHTEepHeLWwHN
OnepeiiwH3
CA

LLiBeiuapis

PadhToH
Nab6opaTopi3
Nimiten

Benuka
BputaHis

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasis: 3MiHu |
TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH 40
po3gainy “MapkyBaHHa" MKS /13; 3anponoHoBaHo:
MAPKYBAHHSA (BignoBigHO [0 3aTBEPIKEHOr0O TEKCTa
MapKyBaHHs1). OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
nikapcbKoro 3acoby 3 BHECEHHSAM iHchopmalii woao
3a3HaYeHHs OAUHNLL BUMIPOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTarom 6 micALiB Nicnsa 3aTBEpAKEHHS

6e3
peyenma

UA/11414/01/01

58.

BIKC
AHTUIPUN
MAKC

MOPOLLIOK A/1A
OpasIbHOTO PO3YMHY 3i
CMakoM JiuMoHa no 5
a6o 10 cawle y kopobui

MpokTep eHa
Fem6n
IHTEepHeLWwHN
OnepeiiwH3
CA

LLiBeiuapis

PadyToH
Nab6opaTtopi3
Nimiten

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - BHECEHHA 3MiH 40
po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA (BignoBigHO [0 3aTBEPXEHOr0O TEKCTa
MapKyBaHHs1). OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
nikapcbkoro 3acoby 3 BHECEHHSM iHchopMalii Lwoao
3a3Ha4YeHHs OAVHULb BUMIPOBaHHSA Y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 6 micsALiB NicnsA 3aTBEPAYKEHHS

6e3
peyenma

UA/10925/01/01

59.

BIHIMOLETN
H

Tabnetku no 0,005 r, no
10 Tabnetok y 6nictepi;
no 3 abo 5 6nictepis B
nauuj; no 10 TabneTok y
6nictepi; no 50 a6o 100
6nicTepiB B nauui

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"Jlekxim-
Xapkis"

YKpaiHa

MpuBartHe
akujioHepHe
TOBapUCTBO

"Jlekxim-Xapki"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) - OHOBMEHHS TEKCTY
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSIM
iHchopmawii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
cuctemi Sl. OHOBNEHHS BXe 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS Ta BHECEHHSA 3MiH 0 po3ainy MKA.
MponoHosaHa pepakuis: MAPKYBAHHSA BignosigHo o
3aTBEPKEHOIO TEKCTY MapKyBaHHA. TepMiH BBELEHHS
3MiH: npoTsrom 3 MicsLiB 3 AaTn 3aTBEPAKEHHS

3a
peyenmom

UA/3218/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
60. BIHMOLIETA Tabnetku no 0,005 r, in MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | - UA/3219/01/01
H bulk: no 3000 TabneTok akuioHepHe akuioHepHe TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta
Y KOHTelHepax TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
"Nlekxim- "Nlekxim-Xapkis" MapKyBaHHS! yMakoBKU JTIKaPCbKOro 3ac0by 3 BHECEHHAM
Xapkis" iHbopmauii WwoA0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y
cuctemi Sl. OHOBEHHS BXe 3aTBEPKEHOIO TEKCTY
MapkyBaHHs Mo 3000 Tabn1eTok y KOHTeliHepax
(BHECEHHS NO3HAYeHb OAMHULL BUMIPIOBaHHS, 3
BUKOPUCTAHHSAM J1iTep NaTUHCLKOrO andasity) Ta
BHECEHHS 3MiH 10 po3giny MKA. MNponoHoBaHa
pepakuis: MAPKYBAHHA BignosigHo Ao
3aTBEP)KEHOr0 TEKCTY MapKyBaHHS. [ nikapcbkoro
3acoby y doopmi in bulk: BignoBigHo A0 3aTBEpAKEHOTO
TEKCTY MapKyBaHHS, L0 f0AaeTbCsA. TepMiH BBEAEHHS
3MiH: NpoTaArom 3 micsLiB 3 AaTu 3aTBEPAKEHHS
61. BOAA ONA PO3YUHHKIK ANS MpuBaTtHe YkpaiHa MpvBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 6e3 UA/7306/01/01
IH'EKLLIA napeHTepasbHOro akuioHepHe akuioHepHe TMNYy - 3MiHW Woao0 6e3nekn/edpekTMBHOCTI Ta peuenma
3aCTOCYBaHHA Mo 2 M/1 B TOBapuCTBO TOBapuCTBO thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
amnyni; no 10 a6o 100 "lekxim- "Jlekxim-Xapkis" MapKyBaHHS! yMakoBKU JTIKapCbKOro 3acoby 3 BHECEHHAM
amnyn y nayyi; no 5 mn Xapkis" iHbopmaLii Woa0 3a3HaYeHHS OAUHMLbL BUMIPIOBAHHS Y
B amnyni; no 10 a6o 100 cuctemi Sl. OHOBEHHS BXe 3aTBEPAKEHOTO TEKCTY
amnyn y nayyj; no 2 mn MapKyBaHHSA Ta BHECEHHS 3MiH 0 po3giny MKSA.
B amnyni; no 5 amnyny MponoHoBaHa pepakuis: MAPKYBAHHSA BignosigHo oo
6nicTepi; no 2 6nictepn 3aTBEPMKEHOTO TEKCTY MapKyBaHHA. TepMiH BBEAEHHS
y nayui; no 5 mn B 3MiH NPOTAroM 3 MICALIB MiC/1A 3aTBEPKEHHS
amnyni; no 5 amnyny
6nicTepi; no 2 6nictepn
y nayui; no 10 mn B
amnyni; no 5 a6o 10,
a6o 100 amnyn y nauui;
no 10 mn B amnyni; no 5
amnyn y 6nictepi, no 1
abo 2 bnictepu y nayui
62. BOJAA Ana PO3UYMHHWK AN MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | - UA/16097/01/01
IH'EKLLIA napeHTepasbHOro akuioHepHe akuioHepHe TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
3actocyBaHHs in bulk: TOBapuCTBO TOBapuCTBO thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
no 2 mn, no 5 mn abo no "J1ekxim- "Jlekxim-Xapki" MapKyBaHHS! yNakoBKU JTiKapCbKOro 3acoby 3 BHECEHHAM
10 mn B amnyni, no 100 Xapkis" iHbopMmawLii WoA0 3a3HaYeHHS OAUHMLL BUMIPIOBAHHS Y

amnyn y kopobu,i 3
neperopogxamm

cuctemi Sl. OHOBEHHS BXe 3aTBEPLKEHOTO TEKCTY
MapKyBaHHs 1Mo 2 mi, no 5 mn a6o no 10 mn B amnysi,
no 100 amnyn y kopob6Li 3 neperopogkamu (BHECEHHS
no3HayYeHb O4MHULb BUMIPIOBAHHS, 3 BUKOPUCTaHHAM
niTep NatMHCLKOro anipasiTy) Ta BHECEHHA 3MiH 40
po3giny MK4A. MponoHosaHa pegakuis: MAPKYBAHHA.
BignosigHo 40 3aTBEPAXEHOTO TEKCTY MapKyBaHHS.
BignoBigHo A0 3aTBEPAKEHOIO TEKCTY MapKyBaHHs, Lo
[ofaeTbes. TepMiH BBEAEHHS 3MiH NPOTAroM 3 micsuiB
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nicns 3aTBepayKeHHs
63. BOJTIOBEH pO34unH aNs iHgysili no PpeseHiyc HimeyunHa ®peseHiyc Kabi HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/4407/01/01
250 M1y MiLlKy Kabi [oliunang M6 X TUMY - NOAAHHS OHOBIEHOTO cepTudikaTy BiANOBIAHOCTI peyenmom
Freeflex® 3 gBoma [oiunang €ponevicbkiit hapmakonei Ne R1-CEP 2008-105-Rev
noptamu Nel, Ne 30 a6o 6X 01 Bif 3aTBEpPAKEHOrO BUPO6HMKA APl HaTtpito xopuaa
no 500 mny BMpo6HuuTBa Dansk Salt A/S, [laHis (3aTBepaKeHnii
nonieTuIeHoBKX cepTudikaT BignoBigHOCTI EBponelickkii hapmakonei Ne
donakoHax R1-CEP 2008-105-Rev 00). 3MiHa Ha3BW BUPOGHMKa
A®| Hatpito xnopuga 3 Akzo Nobel Salt A/S, [laHis Ha
Dansk Salt A/S, [laHis, agpeca BUPOO6HUYOI AiNbHUL
3a/IMWIAETLCA HE3MIHHO
64. BOPUKOHAS3 | nopoLuoK s po3yunHy Mictpan AHrnis AxTasic ITanis ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16359/01/01
On - BICTA Ans iHdy3iii no 200 wr; Kenitan C.n.A. Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
AC no 200 mr y chnakoHi; no MeHeKMeHT thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
1 donakoHy B KapTOHHii Nimiteq po3giny “MapkyBaHHa" MKA /13: 3aTBepaxeHo:
Kopoo6Li MapkyBaHHA. [loAaeTbCA 3rifHO i3 3aTBEPLKEHNM
TEKCTOM MapKyBaHHS. 3anponoHoBaHo: MapkyBaHHS.
3rigHO 3aTBEPAXEHOIO TEKCTY MapKyBaHHS. Takox
OHOBJ/IEHHS TEKCTY MapKyBaHHSA yNakoBKM /liKapCbKOro
3aco6y 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BMMIpOBaHHS Y cuctemi Sl. BBegeHHs 3MiH
NPOTAroM 6-TW MicsAUIB NicNs 3aTBEPAYKEHHS.
65. BOPMIN TabneTkun AN XyBaHHA Mini Xenckepe Benuvka Menpo IHAain BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/6434/02/01
no 400 mr, no 1 a6o 3 NimiTeq BpuTaHis dapmacbloTukanc MMy - 3MiHU 3 AKOCTI. FOTOBWIA NliKAPCLKWIA 3aCi6. 3MiHK peyenmom
Tabnetkn y 6nictepi; no Mpisart JimiTes, y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT
1 6nicTepy B ynakosLii 3 IHAis; AiNbHULI BUPOBHULTBA [/19 YacTUHM abo BCbOro
KapToHY IkcEnb BMPOGHNYOro NpoLiecy roToBOro NiKapCbKoro 3acoby

Na6opaTtopiec IMBT.

nta., IHais

(minbHUUSA, Ha AKil NpoBOASATLCSA OyAb-AKi BUPOGHUYI
cTagji, 3a BUHATKOM BUMYCKY CEPiiA, KOHTPOO AKOCTI,
NepBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HEeCTepW/IbHUX JliKapcbknx 3acobiB) CynyTHS 3MiHa -
3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBeAEHHS A04AaTKOBOT
AiNbHUL BUPO6HULTBA AN18 YacTuHN abo BCbOro
BMPOGHMYOro NPOLLECY FOTOBOTO /iKapCbKoro 3acoby
(AiNbHULUA 4N BTOPUHHOIO NakyBaHHS); - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbkuWii 3aci6. 3MiHKM Y BUPOOHULTBI. 3amiHa
ab0 BBeAeHHA A0AATKOBOI AiNbHULI BUPOGHMLTBA AN
4acThHK abo BCbOro BUPOOHNYOro NPoLecy rotosoro
nikapcbKoro 3acoby (AiNbHUUS 415 NEPBUHHOMO
nakyBaHHs) - BBefileHHs1 f04aTKOBOT BUPOOHUYOT
LinbHULi IkcEnb Na6opatopiec MBT. /1T4., IHgis.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMAKEHHST; 3MiHU | TUMY - 3MiHK 3 siKOCTi. FoTOBWMIA
NiKapcbKuii 3aci6. 3MiHN y BUPOOGHMLTBI. 3MiHa
iMmnopTepa/aMiHy, WO CTOCYHTbCSA BUNYCKY cepiil Ta
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTPOJI0 SIKOCTi FOTOBOrO JIiKapCbKOro 3acoby (3amiHa
abo fgofaBaHHA BUPOGHMKA, WO BiANOBILAE 3@ BBE3EHHSA
Ta/abo Bunyck cepii) - Bkaovarum
KOHTPO/b/BMNPOGYBaHHSA cepii - BBeAeHHSA 40AaTKOBOI
BMPOGHUWYOI AinbHUL IkKCEnb Jlabopatopiec MBeT. /174,
IHAiA. 3MiHW BHECEHI B IHCTPYKLO 418 MeANYHOro
3aCTOCYBaHHSA MiKapcbKoro 3acoby y 38'A3Ky 3
BBEJEHHAM [,0aTKOBOro BUPO6GHMKa (4oAaBaHHSA
po3ginis "BupobHuK" Ta "MicLe3HaxomKeHHs1 BUPOOHMKa
Ta Iioro agpeca MicLa NpoBaXeHHs AisbHOCTI") Ta Ak
HacnifoK - 3aTBePAKEHHA TEKCTY MapKyBaHHS ynakoBKW
nikapcbKoro 3acoby a5 HoBOro BUpobHUka. BeeaeHHs
3MiH NPOTAroM 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS.
66. BYHAEXIN Ma3b no 15 ra6o no 30 r TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 6e3 UA/7236/01/01
y Ty6i, no 1 Ty6i B navui "HaykoBo- BMPOBHMYA MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
BMPOGHMYa thapmaueBTUYHa thapmakoHarnagy (iHwi 3miHu) - 3amiHa po3giny
hapmaueBTny KomMnaHis "EVM", «[padhiyHe ohopMNEHHA YNakoBKU» Ha PO34in
Ha KOMMaHis Ykpaina «MapkyBaHHs1» B MK#A J13: 3anponoHoBaHo:
"EAM" (BMpOGHMLTBO Ta MAPKYBAHHSA 3rifHo 3aTBEPAKEHOrO TEKCTY
KOHTPO/b SKOCTI; MapKyBaHHS.
BMNYCK Cepil) 3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKu
NikapCbKoro 3acoby LL0AO 3a3HaYeHHS O4UHULb
BUMIpIOBaHHSA y cuctemi Sl. BBeieHHs 3MiH npoTarom 3-
X MiCALIB MiCNA 3aTBEPKEHHS
67. FANA3O/IH® | cnpeli Ha3aNbHWA, BapLuaBcbkuii MonbLia BapLuaBcbkuii Monbwa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 6e3 UA/16346/01/01
KOMBI po3uuH, (1,0 mr + 50,0 hapmaueBTny dapmaLeBTUYHNIA TUMY - NOAAHHSA HOBOrO cepTudikaTa BifgnoBigHOCTI peuyenma
mr)/mn; no 10 mny HWi1 3aBOg, 3aBog, Monbdha AT, €ponevicbkin hapmakonei Ne RO-CEP 2017-054-Rev
dhnakoHi-KpanenbHuL; Monbtha AT Monbwa (KoHTpob 00 ans pjtoyvoi pevosBumHN Xylometazoline hydrochloride
no 1 cpnakony 3 Ta BMNyck cepi'); Bifl BXXE 3aTBEPAXEHOr0 BUPOGHUKA, SIKUIA 3MIHUB Ha3BYy
PO34YMHOM Y KOPOOLi MepaHa ®apma Ha PRZEDSIEBIORSTWO INNOWACYJNO
KapTOHHIl AKLjiOHepHe WDROZENIOWE "IPOCHEM" SP. Z O.0. Poland.
ToBapucTso,
Monblwa
(BpOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii)
68. FANA3O/IH® | cnpeli Ha3aNbHWiA, BapLuaBcbkuii MonbLa BapLuaBcbkuii Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/16346/01/02
KOMBI po3uuH, (0,5 mr + 50,0 hapmaueBTny dapmaLeBTUYHNIA TUMY - NOAAHHSA HOBOrO cepTudikaTa BifgnoBigHOCTI peyenma
mr)/mn; no 10 mny HWIA 3aBO4 3aBog, Monbgha AT, €ponelicbkiii papmakonei Ne RO-CEP 2017-054-Rev
dhnakoHi-KpanenbHUL; Monbtha AT Monbwa (KoHTpob 00 ans pjtoyvoi pevosBuHN Xylometazoline hydrochloride

no 1 donakoHy 3
PO34YMHOM Y KOPOOLi
KapTOHHIl

Ta Bunyck cepii);
MepaHa ®apma
AKLjiOHepHe
ToBapucTso,

Bif, BXE 3aTBEepXEeHOro BUPO6GHUKA, KU 3MIHWB Ha3By
Ha PRZEDSIEBIORSTWO INNOWACYJNO
WDROZENIOWE "IPOCHEM" SP. Z O.0. Poland.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MonbLa
(BMPOGHMLTBO,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)
69. FTACTPOO®IT 36ip no 100 r y nakeTi, TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/3565/01/01
BK/1aleHOMY B Nauky, rno "HaykoBo- BMpPOGHUYaA My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
1,5 ry cpinbTp-nakeri, no BMPOGHMYa thapmaueBTUYHa thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
20 oinbTp-nakeTiB y hapmaueBTny KoMnaHis "EM" po3ainy «MapkyBaHHs» MKSA /13: 3anponoHoBaHo:
nauuj, no 50 r y nakeri, Ha KOMMaHis MAPKYBAHHSA 3rigHo 3aTBEpAKEHOrO TEKCTY
BK/1aeHOMY B Nayky "EAM" MapKyBaHHs1. 3MiHU BHECEHI B TEKCT MapKyBaHHS
yNakoBKM 1iKapCbKOro 3acoby o0 3a3HaueHHs
OAVHWLb BMMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
NpOoTArom 3-x MICALIB MiC/1A 3aTBEPKEHHS
70. FEKCANI3 Tabnetkn ans Nabopatopii PpaHuin Nab6opaTopii dpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/6005/01/01
PO3CMOKTYBaHHS rno 10 Bywapa Bywapa Pekopgarti My - 3MiHW WoAo 6e3nekn/edhekTMBHOCTI Ta peyenma
Tabnetok y 6nictepi; no Pekopparti thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
3 6nicTepn B KAPTOHHIiA y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
Kopoo6Li (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3AjiCHeHHs1 hapMakoHarsay B YKpaiHi, AKLLo BoHa
BiAMiHHA Bif, YNOBHOBaXXEHOI 0CcOo6W, BignoBigaibHOI 3a
3[jicHeHHs hapmakoHaraay (BKIHYaun KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmilLeHHI MacTep-taiina
cucTemMu hapmMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO|
0co6u 3asBHVKa, BifNOBiAabHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: Paola Pirovano. 3miHa
KOHTaKTHUX [laHWNX YNOBHOBaXeHOT 0cobm,
Bi4NOBiAa/IbHOI 32 hapMakoHarnsg.
3MiHa Micua 34iliCHEeHHSI OCHOBHOI Aisi/IbHOCTI 3
chapmakoHarnsgy
71. FENATO®IT 36ip no 50 r abo 1001y TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 6e3 UA/3550/01/01
nakeTi, BKN1ageHomy B "HaykoBo- BUPOGHMYA TUNYy - 3MiHW LWoAo 6e3nekn/echeKTUBHOCTI Ta peyenma
nayky; no1,5ry BMPOGHMYA thapmavieBTUyHa thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
inbTp-nakeTi; no 20 hapmaueBTny KoMnaHis "EAM" po3ainy «MapkyBaHHs1» MKSA J13: 3anponoHoBaHo:
hiNbTP-nakeTiB y navui Ha KoMnaHis MAPKYBAHHA 3rigHo 3aTBEpAXEHOro TeKCTy
"EAM" MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNaKoBKM NiKapCbKOro 3acoby LL0AO 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHA Y cucteMi Sl. BBeeHHS 3MiH
npoTArom 3-x MicsuiB Mic/1A 3aTBEPLKEHHS
72. FTNIKOCTEPWU | po3unH Ans iHdysii no MpuBaTHe YkpaiHa MpuBaTHe YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3miHu || 3a UA/1860/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
n @5 200 mn, 250 mn, 400 mn, akujioHepHe akKujioHepHe TUMY - BBEA,EHHS HOBOI NIALLKN CKISHOI HOMIH&/TbHOO peyenmom
500 mn y nasLwkax; no TOBapuCTBO TOBapUCTBO MiTKicTIO 250 cm3 Bif HOBOro Bpo6HMKa TOB
250 mn, 500 mn y nakeTi "Indpysia” "lHdpysia” «ManuHiBCbKMiA ckno3aBoa», YKpaiHa, sika Mae He3HauHi
nonimepHomy; no 1 3MiHM SKICHOTO Ta Ki/IbKiCHOTO ckniagdy ckna Bif
nakeTy noniMmepHomy B 3aTBEPMKEHNX MNSALLOK CKIAHUX BUPOGHUKIB MPAT «Bio
nposopomy Me[, ckno», YkpaiHa Ta MpAT «KocToninbcbkuii 3aBog,
naacTVKOBOMY NakeTi CK/10BMPO6IB», YKpaiHa. AK HacnifoK BHECEHHS
Bi4NOBIAHMX 3MiH Y crnieyndikaLito Ha CKSHI NASALWKA
(AonoBHeHHS iHdopmMaLii LLoA0 HOBOTO BUPOGHMKA,
NO3HAYEHHSA N/IALWOK Ta MaUTHOHKA N/ISALLKN)
73. FPAHOUUT® | niodpinizar gns pos3yunHy TOB "CaHodi- YkpaiHa Faynt ®apma PpaHuis/ BHECEHHS 3MiH [10 peecTpaLiliHiX MaTepianiB: TEXHIYHA 3a UA/5627/01/01
34 0ns iH'ekuin no 33,6 MH ABEHTIC NiBpoH, ®paHuis AnoHis nomuka (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
MO (263 mkr); Ne 5: no 5 YkpaiHa" (BMpPOGHMLTBO BMMPaB/IEHO TEXHIYHY MOMUIIKY Yy TEKCTi MapKyBaHHS
donakoHiB 3i ckna Tvna | PO3UMHHKKA, NEePBUHHOI YNakoBKY (4151 PO3YMHHKKA):
¢ niocpinisarom, nepBuHHE 3AMPOMOHOBAHO: 2. KIJIbKICTb Alo4oil
YKYNopeHux npobkamu nakyBaHHs, PEYOBVIHW - BunpaBneHo TeXHI4YHY NOMUIIKY Y TEKCTi
rymMoBuMMu 6yTUI0BUMU KOHTPO/b SIKOCTI); MapKyBaHHs BTOPUHHOT ynakoskun: 3ANIPONMOHOBAHO:
Ta 06XaTvx KoBnaykamu CaHodpi BiHTpon 1. HA3BA JIIKAPCbKOI'O 3ACOBY N'PAHOLINT® 34
atoMiHIEBMMU B IHpacTpia, ®paHuis
KOMNNeKTi 3 5 amnynamu (BTOpUHHE
no 1 mn 3sicknatuny | 3 nakyBaHHs,
PO34MHHKKOM (BOAa AN KOHTPO/Tb AKOCTi Ta
iH'EKLiI1) B KAPTOHHIlA BUMNYCK Cepiii
Kopobui niocpinizaty Ta
pO3umnHHYKKa); LLlyrai
Papma
MaHydekTypuHr Ko.
Nitp, AnoHis
(BMPOGHULITBO
niocpinizarty,
nepBuHHe
nakyBaHHs,
KOHTPO/Ib SIKOCTI)
74. FPUNNOCTA | cnpeli Ha3abHWA, CTALA HimeyunHa (Bunyck cepiit) HimeyunHa/ BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasis: 3MiHu | 6e3 UA/16231/01/01
A® PUHO po3uuH 0,05%; no 15 mn | ApuHaimitten CTALA IcnaHis/ My - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BU NikapCbKoro peuyenma
MAPITIM y thnakoHi; no 1 b Al ApuHalimittens Arl, YopHoropis 3aco6by - 3MiHV BHeCeHi Wwo40 Ha3su J13 3aTBepaKeHO:
h1aKoHY B KapTOHHii HimeuuunHa; CHYN® (SNUP) 3anponoHosaHo: TPUMMOCTAL®
KopoobLi (BMPOGHULITBO PVHO MAPITIM (GRIPPOSTARHINO MARITIME)
Hepo3cacoBaHoro BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns

NPoOAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs1,
KOHTpPO/b cepili)
Ypcachapm
ApuHaiimitTens
M6X, HimeuunHa,;
(BMPOGHULITBO
Hepo3acoBaHoro

3arBepXeHHA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

NPOAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepili)
®AMAP XEJIC KEP
CEPBICEC
MAZPWA, CAY.,
Icnamis;
(BUpPOGHNLTBO
Hepo3dacosaHoro
NPOAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs1)
XEeMOMOHT 4.0.0.,
YopHoropis

75.

rPUMNNOCTA
[® PUHO
MAPITIM

cnpeii Ha3asTbHUIA,
po3umH 0,1%; no 15 mn
y donakoHi; no 1
h1aKoHY B KapTOHHii
Kopoobui

CTAA
ApuHaiimitTen
b Al

HimeuunHa

(Bunyck cepiit)
CTALA
ApuHavimitTens Arl,
HimeyvunHa;
(BMPOGHULITBO
Hepo3hacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPWHHE
nakyBaHHs1,
KOHTPO/b cepili)
Ypcathapm
ApuHavimitTens
m6X, HimeuunHa,;
(BMPOGHULITBO
Hepo3hacoBaHoro
NPoOAYKTY, NepBUHHE
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/b cepili)
®AMAP XEJIC KEP
CEPBICEC
MAZPWA, CAY.,
Icnamis;
(BUpOGHMLTBO
Hepo3dhacosBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs1)
XeMOMOHT A.0.0.,
YopHoropis

HimeyuunHa/
IcnaHis/
YopHoropis

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasis: 3MiHu |
TMNYy - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BU NikapCbKoro
3aco6by - 3MiHV BHeCeHi Wwo40 Ha3su J13 3aTBepaKeHO:

CHYT® (SNUP) 3anponoHosaHo: TPUMMNOCTAL®
PVHO MAPITIM (GRIPPOSTARHINO MARITIME)
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

6e3
peyenma

UA/16231/01/02

76.

LAPPOY
PO34MH

PO34uH NS iHQysiiA; no
200 mn abo 400 mn y
nasiwkax

MNpvBaTHe
akuioHepHe
TOBapUCTBO

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLjiiiHuXx maTepianis: 3MiHu ||
TUMY - BBEAEHHSA HOBOI NAALKA CKNSHOT HOMIHa/TIbHO
MiTKicTio 250 cm3 Bif HOBOrO BUpo6HUka TOB

3a
peyenmom

UA/1492/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
"IHdpy3ia” "IHdpy3ia” «ManuvHiBCbkuii Ck/103aBOA», YKpaiHa, fika Ma€ He3HauHi
3MiHU SIKICHOrO Ta KifIbKiCHOro cknagy ckna Big
3aTBEPMKEHNX NASALLOK CKISAHUX BUPO6HUKIB MpAT «bio
Mef cko», YkpaiHa Ta MNpAT «KocToninbCcbkuii 3aBog,
CK/10BMPO6IB», YKpaiHa. AK HacnifoK BHECEHHS
BIANOBIAHMX 3MiH Y cneumdikaLito Ha CKIAHI NAALKN
(monoBHeHHS iHdhopMaLii LLoA0 HOBOro BUPOGHMKA,
NO3HAYEHHSA NIALLOK Ta MaUTHOHKa NASALLKW)
77. AEKA30/1b aepo3osnb 52 mr/60 r, no AT "Ctoma" YKpaiHa AT "Ctoma" YKpaiHa BHECEHHS 3MiH [0 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 6e3 UA/1260/01/01
60 ry 6as10oHi MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
aepo30/1bHOMY thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
antoMiHieBOMy 3 po3ainy «MapkyBaHHs1» MKSA J13: 3anponoHoBaHo:
KnanaHom 6e3nepepBHOI Po3gin MAPKYBAHHSA BignoBigHo 4o 3aTBEpAKEHOro
4ii y komnnexTi 3 TEKCTY MapKyBaHHS. 3MiHW BHECEHi B TEKCT MapKyBaHHSA
Hacafkowo Ta yNakoBKW MiKapCbKOro 3acoby L0A0 3a3HauYeHHs
3an06iXHNM KOBMAYKOM; OAVHWLb BMMIpOBaHHSA y cuctemi Sl. BBegeHHsA 3MiH
no 1 6an0Hy B navi 3 NPOTArom 6-Ty MIiCAILiB MiCNs 3aTBEPIKEHHS
KapToHYy
78. AEKCAMETA | po3suuH ans in'ekuiin, 4 AT "®apmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasis: 3MiHu | 3a UA/7715/01/01
30HY Mr/mn no 1 mn B amnyni; TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
DOCDAT no 5 a6o no 10 amnyny Ta/abo agpecy 3asiBHMKA (B/lacHMKA peecTpaviliHoro

nauuj; no 1 mn B amnyni;
no 5 amnyn y 6nictepi;
no 1 a6o no 2 6nicrepu
B nauu,i

noceigyeHHs). 3mMiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHvKa peecTpauiiiHoro NocBig4YeHHs).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPMKEHHS. 3MiHW | TUny - AgMIHICTPaTMBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBapKEHHSA AiSNbHOCTI BUpoOHUKa/imnopTepa
rOTOBOrO /liKapCbKoro 3acoby, BKIYaoumn AiflbHUL
BUNYCKy cepii abo MicLe NpoBeAeHHsI KOHTPO/IIO AKOCTI.
(misnbHICTb, 3a SAKy BignoBigae BUpo6HUK/iMnopTep,
BK/IO4a0UM BUMYCK Cepiid). 3MiHa HaliMeHyBaHHS Ta
aapecy BUpPo6HMKa, 6e3 3MiHW MicLst BUPOOHULITBA.
3MiHM BHECEHI B IHCTPYKLi0 4151 MEAVYHOIO
3actocyBaHHs /13 y p. "BupobHuk”, "MicLe3HaxomkeHHS
BMPOGHMKa Ta oro agpeca MicLls NpoBagpKeHHs
LiSiNbHOCTI" 3 BigNOBIAHVMMW 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBoOK. BBeAeHHs 3MiH NpOTArom 6-Tn
MicALiB nicns 3aTBepKeHHs. 3MiHu | Tuny - 3MiHM Wwoao
6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW). BHeceHHs 3MiH Ao po3ainy «MapkyBaHHs» MKHA
N3. 3atBepmxeHo: MAPKYBAHHSA Bignosigae
HaflaHOMy TEeKCTY MapKyBaHHS. 3anponoHOBaHo:
MAPKYBAHHSA 3rigHo 3aTBEPAKEHOro TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHA yNakoBKM
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3HavyeHHs 0AVHMLb BUMIPIOBaHHSA Y cnuctemi Sl.
BBefeHHS 3MiH NpoTAroM 6-Tu MicauiB nicas
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aTBEPMAKEHHS.
79. AEHI3NA, NOPOLLOK A1 PO3UNHY BITA CAH Benukobput | Csicc MNepeHTepanc IHais BHECEHHS 3MiH 0 peecTpaLiiiHMXx MaTepiasis: 3MiHu | 3a UA/15338/01/01
onsaidekyiinolr, 1 nTAa, aHis nTa. My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
b/1aKoH 3 MOPOLLKOM Y BenukobputaH thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
KOpo6Li 3 KapTOHY is po3ainy «MapkyBaHHs» MKH J13; 3anponoHoBaHo:
Po3gin «MapkyBaHHs1» BignoBigHo [0 3aTBEpAKEHOro
TeKCTy MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHpopmaLii
LLI0A0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS y cucTemi Sl.
BBefeHHs1 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEPIAKEHHS
80. AENAKIH® TabneTku, BKPUTI TOB "CaHodi- Ykpaina CaHodpi BiHTpon ®paHuia/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianiB: TeXHIYHa 3a UA/2598/02/01
EHTEPIK 300 060/10HKOH, ABEHTIC IHpacTpia, PpaHuis; IcnaHis nomMunka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom
KMLLKOBOPO34YMHHI N0 YkpaiHa" CAHO®I-ABEHTIC BMUNPAB/IEHO TEXHIYHY NOMUIKY Y TEKCTi MapKyBaHHS
300 mr; Ne 100 (10x10): C.A., IcnaHis BTOPVHHOI ynakosku J13. SAIMTPOMNMOHOBAHO: 7. IHLUI
(no 10 TabneTok y OCOB/IMBI 3ACTEPEXXEHHA AEMAKIH® EHTEPIK
6nictepi; no 10 300 He cnig 3acTocoByBaTV Npy BariTHOCTI He cnig,
6nicTepiB y KAPTOHHIi 3acTOCOBYBATU AiTAM i MigAiTKam XIHOYOI cTaTi, XiHKam
KOpoo6Li) penpoayKTMBHOrO BiKy abo BariTH1M XiHkaM, 3a
BMHATKOM BMNaAKiB, KOMW iHLI METOAW NiKyBaHHS €
HeedekTMBHUMK. [Nepes, 3acTocyBaHHAM npenaparty
YB&XHO npoyunTaiite iHCTPYKLito 415 MEeLUYHOrOo
3acTocyBaHHs. 3a3HayeHe BUNpaB/eHHs BiAnNoBifae
apxiBHMM MaTepiasiam peecTpayiiiHoro Aocbe
81. ANKNO-® Kpanni o4Hi 0,1 % no 5 CEHTICC IHais CEHTICC ®APMA IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/2905/01/01
My th1aKoHi- PAPMA MBT. NTA. MRy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KpanesibHuuj; no 1 MpaiBeT thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 40
dhnakoHy-KpanenbHuLi B NimiTen po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
nauui MAPKVPOBKA B coOTBETCTBUN C YTBEPXKAEHHbLIM
TEKCTOM MapKNpoBKN. OHOB/IEHHSI TEKCTY MapKyBaHHS
YMaKoBKM NiKapCbKoro 3acoby 3 BHECEHHSM iHchopmali
LLI0A0 3a3HaYEHHS OMHULb BUMIPIOBAHHSA y cucTeMi Sl.
BBegeHHs1 3MiH NpoTAroM 6-Tu MicsAuiB nics
3aTBEPMAKEHHS
82. AIAD®OPMIH® | Tabnetku no 500 mr no AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3mMiHu | 3a UA/2508/01/01
10 Tabnetok y 6nicTepi; TMny - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom

no 3 abo 6 6nictepiB y
nauui

Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
nocBigyeHHs). 3MiHa HaliMeHyBaHHA Ta agpecu
3asBHUKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHSA. 3MiHW | TUNy - AOMIHICTPaTUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBapKeHHSA Ais/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKIKYaum AiflbHUL
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

83.

AIA®OPMIH®

BMMYCKy cepii abo micLe NpoBefeHHS KOHTPOJIHO SIKOCTI.
(misnbHICTb, 3a Ky BignoBigae BUPOGHMK/iMnopTep,
BK/THOHAI0UM BUMNYCK cepiit). 3MiHa HaliMeHyBaHHA Ta
agpecy BUpPO6HMKa, 6e3 3MiHW MicLs BUpOOHULTBA.

3MiHV BHECEHI B iIHCTPYKLi0 415 MeANYHOIO
3actocyBaHHsa /13 y p. "BupobHuk", "MicLie3HaxomkeHHs
BMPOGHMKa Ta 1 A0ro afgoeca Micus NpoBakKeHHs
LifNbHOCTI" 3 BiANOBIAHYMM 3MiHAMMW B TEKCTI
MapKyBaHHS1 YNakoBOK. BBeieHHs 3MiH NpoTArom 6-Tn
MiCAUIB Mic/A 3aTBepXEHHSA. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW). BHeceHHs 3MiH Ao po3ainy «MapkyBaHHA» MKA
N3. 3atBeppxeHo: MAPKYBAHHSA Bignosigae
HaflaHOMy TeKCTY MapKyBaHHS. 3anponoHOBaHO:
MAPKYBAHHSA. 3rigHo 3aTBEPAXEHOIO TEKCTY

MapKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3HavyeHHs OAMHMLb BUMIPIOBaAHHA Y cuctemi Sl.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI. 3MiHK

BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHUX Y

cneumdikauisix, nig yac BUPO6GHULTBA rOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHK). 3MiHa 3a NOKa3HWKOM

«KinbkicHe BU3Ha4eHHs. MeTdhopMmiHy rigpoxnopua» B

Cneuudpikauii Ha TabneTmacy, a came BBeAEHHs
BU3HAYEHHS KOHTPO/TI0 NOKa3HWKa: NPOBOANTM Y
BMMNaAKy BanigauiiiHux cepii**. 3miHn go Cneuundikauii
Ha TabneTmacy: peAakLiiiHi npaBku 3a NOKasHUKaMu
«Onue» Ta «BTparta B Maci Npu BUCYLLYBaHHI», a came
BU/TyYeHa HyMepauis nokasHukis. Metoauku
3aMLWATbCA HE3MIHHUMK.

Tabnetkn no 850 Mr no
10 TabneTok y 6nicTepi;
no 3 abo 6 6nictepis y
navu,i

AT "®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu |
TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asiBHMKA (B/lacCHUKA peecTpaviiiHoro
noceigyeHHs). 3mMiHa HaliMeHyBaHHS Ta agpecu
3asBHUKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHS. 3MiHM | TUNy - AOMIHICTPaTMBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBaPKEHHSA AisIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO JiKapCbKOro 3acoby, BKIYaoun AiflbHUL
BMMYCKy cepii abo micLe NpoBeAeHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a SKy BignoBigae BUPOGHUK/iMNopTep,
BK/IOYA0UM BUMYCK Cepiid). 3MiHa HaliMeHyBaHHS Ta
aapecy BUpo6HMKa, 6e3 3MiHW MicList BUPOOHULITBA.
3MiHV BHECEHI B IHCTPYKLi0 4151 MEANYHOIO
3actocyBaHHs /13 y p. "BupobHuk", "MicLe3HaxomkeHHs

3a
peyermom

UA/2508/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPOGHMKA Ta 1A0ro agoeca Micus NpoBakKeHHs
LifNbHOCTI" 3 BigNOBIAHYMMW 3MiHAMMW B TEKCTI
MapKyBaHHS yNakoBOK. BBeieHHs 3MiH NpoTArom 6-Tv
MicAUIB Mic/A 3aTBepXEHHSA. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW). BHeceHHs 3MiH Ao po3ainy «MapkyBaHHA» MKA
N3. 3arBeppxeHo: MAPKYBAHHSA Bignosigae
HaflaHOMy TeKCTY MapKyBaHHS. 3anponoHOBaHOo:
MAPKYBAHHSA. 3rigHo 3aTBEPAXEHOIO TEKCTY
MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3HavyeHHs OAVHMLb BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHK). 3MiHa 3a NOKa3HWKOM
«KinbkicHe BU3Ha4eHHs. MeThopMmiHy rigpoxnopua» B
Cneuudpikauii Ha TabneTmacy, a caMme BBeAEHHs
BM3HAYEHHS KOHTPO/IIO NMOKa3HUKa: NPOBOAUTY Y
BMMNaAKy BanigauiiHux cepiii**. 3miHn go Cneuundikauii
Ha TabneTmacy: peAakLiiiHi npaBku 3a NOKasHUKaMu
«Onue» Ta «BTparta B Maci Npu BUCYLLYBaHHI», a came
BU/TyYeHa HyMepauis nokasHukis. Metoauku
3aMLWATbCA HE3MIHHUMK.

84.

AIA®OPMIH®
SR

Tabnetku
NPOJIOHroBaHoI Aji No
500 wr; in bulk: no 10
Tabnetok y 6nictepi; no
100 6nicTepiB y KOpobLi

AT "®apmak"

YkpaiHa

FOCB MpaiisiT
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiinHux maTepiasis: 3MiHu |
TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKA (B/lacHUKA peecTpaviliHoro
NOCBI4YEHHST) - 3MiHA HaliMeHyBaHHS Ta agpecu
3asBHUKa (BNacHyKa peecTpauiiHoro nocBig4eHHs)
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHS; 3MiHN | TURY - 3MiHN LWOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- OHOB/IEHHA BXe 3aTBEPMKEHOr0 TEKCTY MapkKyBaHHS
etukeTkn N13 (in bulk: no 10 TabneTok y 6nictepi, no 100
6nicTepiB y kopobLi) BBegeHHs 3MiH npoTsrom 6-Tu
MiCsILiB MicNs 3aTBEpPKEHHS

UA/11856/01/01

85.

AIA®OPMIH®
SR

Tabnetku
NPONOHToBaHOT Aji No
1000 wr; in bulk: no 10
TabneTtok y 6aictepi; no
100 6nicTepiB y KopoobLi

AT "®apmak”

Ykpaina

HOCB Mpaiisit
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu |
TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asiBHMKA (B/lacHMKa peecTpaviiHoro
NOCBI4YEHHST) - 3MiHA HaliMeHyBaHHS Ta agpecu
3asBHUKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPMKEHHS; 3MiHN | TURY - 3MiHN LWOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- OHOB/IEHHSA BX€ 3aTBEPKEHOI0 TEKCTY MapKyBaHHS
etukeTkn J13 (in bulk: no 10 TabneTok y 6nictepi, no 100

UA/11856/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepiB y kopobLi) BBegeHHs 3MiH npoTsrom 6-Tu
MiCsILiB MicNs 3aTBepKEHHS
86. AONOBEHE renb; no 20 r abo 50, TOB "TeBa YKpaiHa Mepkne M'm6X, HimeuunHa BHECEHHS 3MiH [0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/5565/01/01
a6o 100 r B Ty6i; no 1 YkpaiHa" HimeuunHa TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI peyenma
Ty6i B KOPO6L (BMPOGHULITBO €Bponeiicbkili hapmakonei Ne R1-CEP 2002-012-Rev
Hepo3acoBaHoro 05 gns pjtouoi peyosBmHu Heparin sodium Big, BXe
NpoAyKTy, NepBnHHa 3aTBepxeHoro BupobHunka Changzhou Qianhong Bio-
Ta BTOPMHHA Pharma Co., Ltd. (BnacHuk CEP HELM AG)
ynakoBKa, KOHTPO/1b
cepii); Mepkne
m6X, HimeyunHa
(mo3Bin Ha BuNycCK
cepii)
87. AONOKC TabneTtkn, BKPUTI "HOHiK IHais HOHIK IHais BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/3939/02/01
PETAPL NAiBKOBOK 060/TI0HKOIO, PapmacboThK PapmacboTKan TUMY - 3MiHM 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. peyenmom
NPOSIOHrOBaHHOT Ail No an NabopaTtopis KOHTposb roToBoro fikapcbkoro 3acoby. 3MiHa y
100 mr no 10 TabneTtoky | Jlabopartopis" (BipfineHHs dipmun MeToAax BUNpPobyBaHHA rOTOBOTO /iKapCbKOro 3acoby
6nictepi; no 1, no 2, abo (BipaineHHs "x. B. Kemikan3 (He3HayHa 3MmiHa y 3aTBEpPMAKEHNX MeTofax
no 10 6nictepiB y ipmn "Ox. B. eHf BMNPOGYBaHHS) - BHECEHHSI HE3HaYHMX 3MiH A0 MeTopis
KopoobLi Kemikans eHg, dapmacbloTnkans KOHTPOHO SIKOCTi J13 3a N. «KinbKicHe BU3HAYEHHS»
dapmacboTHK nrat (McnbITyemblin pacTeop (pacTeop 1); cTaHAapTHbIA
ans /ita.") pacTtBop (pacTsop 2)
88. AOMPUNA® cycneHsis opasibHa, 1 TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/8976/02/01
mr/mn, no 60 mn abo PAPM" DAPM" TUMY - MiHW WoA0 6e3nekun/ed)ekTMBHOCTI Ta peyenmom
100 mn 'y donakoHi, no 1 thapmakoHarnagy (iHwWi 3MiHW) - OHOBNIEHHSA TEKCTY
h1akoHy 3 MipHOIO MapKyBaHHS YNakoBKW /TIKapCbKOro 3ac00y 3 BHECEHHAM
JIOXKKOK Y KapTOHHiIl iHchopmauii WoA0 3a3HaYeHHS OANHMLL BUMIPIOBAHHS Y
ynakoBLi cuctemi Sl. BHeCeHHS 3MiH A0 po3giny “MapkyBaHHS"
MKSA N3: 3anponoHosaHo: MAPKYBAHHSA 3rigHo i3
3aTBEPKEHVIM TEKCTOM MapKyBaHHS. TepMiH BBELEHHS
3MiH: NpoTSAromM 6 MicsLiB 3 AaTn 3aTBEPAKEHHSA
89. EBPAHTUN Karncysim nposIoHroBaHol AciHo ®apma LBeliuapia | Takega MM6X, micue HimeuunHa BHECEHHS 3MiH 10 peeCTpaLiiiH1X maTepianis: 3MiHa 3a UA/9943/01/01
aii TBepai no 30 mr; no Al BMPOGHULITBA 3asBHUKa (BNacHvKa peecTpauiiHoro nocBig4yeHHs) peyenmom
50 a6o no 100 kancyny OpaHieHbypr (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) (BBeaeHHs

chnakoHi; no 1 conakoHy
B KQPTOHHI kKopobLj

3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS); 3MiHU
| TNy - 3miHK Woao 6e3nekn/edhekTBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miH1 fo
y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
thapmMakoHarnagy, 3aMiHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapmakoHarnsay;
KOHTaKTHOi 0c0o6M 3 thapMakoHarnagy 3asBHuKa gns
3[4iiCHEeHHs1 hapmMakoHarisay B YKpaiHi, AKLL0 BOHa
BiIMiHHa Bif, YyNOBHOB&XeHOI 0co6y, BiANOBIAA/ILHOI 3a
3[jiCHEeHHs hapmMakoHariaay (BK/IHYakUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemn hapmakoHarniagy) - 3MiHa ynoBHOBaXKEHOT
0Co6M 3as1BHMKA, BiANoBiAa/IbHOI 32 hapMakoHarnsg.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,

ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

[itoua pepakuis: Sumit Munjal, MBBS FRSPH MSc
DLSHTM MRQA. lNponoHoBaHa pefakuis: Dr. med.
Dieter Wetzel (Physician), MBA. 3miHa KOHTaKTHUX
[JaHnX ynoBHOB&XeHOI 0cobw, BiANOBIAaIbHOI 3a
thapmakoHarnsag. 3MiHa KOHTaKkTHOI 0cobu
YNOBHOBaXXEHOI 0CO6U 3asIBHMKA, BifnoBigabHOI 3a
thapmakoHarnsg B Ykpaini. fitoua pegakuis: CaMOHEHKO
MapuHa BonogumupisHa. NMponoHoBaHa pefakuis:
CopokoneTtoBa Anna bopucisHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0Cco6M
3asBHVIKa, BigNOBiAa/IbHOT 3a hapMakoHarnsag B Ykpaii.
3MiHa MicLs 34jICHEHHS OCHOBHOT AiANIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoMkKeHHs1 MacTep-
dhaiina cuctemun hapmakoHarnsgy

90.

EBPAHTUN

Karncynu nposioHroBaHoi
4ii TBepai no 60 mr; no
50 a6o no 100 kancyny
chnakoHi; no 1 conakoHy
B KQpPTOHHI kopobuj

AciHo ®apma
Al

LLsenuapis

Takepa M'M6X, micue

BMPOGHULITBA
OpaHieHbypr

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHa
3asBHUKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) (BBeaeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS); 3MiHU
| TNy - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHn fo
y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 (hapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLLO BOHaA
BiIMiHHA BiJ, YyNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3[jicHeHHs hapmMakoHariaay (BK/IHYakuM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-taiina
cucTemn chapmakoHarnsgy) - 3MiHa YynoBHOBaXKEHOT
ocobu 3asBHKKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[Oitoua pepakuin: Sumit Munjal, MBBS FRSPH MSc
DLSHTM MRQA. MNponoHoBaHa pegakuis: Dr. med.
Dieter Wetzel (Physician), MBA. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOT 0co6MU, BiANOBIgaNbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTakTHOI 0co6u
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMNoBiga/IbHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis: CaMoHEHKO
MapvHa BonogumupisHa. NMponoHoBaHa pegakuis:
Copokonetosa Anna bopucisHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0co6Y YNOBHOBaXKEHOI 0CObU
3asBHMKA, BiANOBIAabHOI 3a thapmakoHarnsag, B YkpaiHi.
3MiHa Micus 34iCHEHHS OCHOBHOI AisIbHOCTI 3
thapmakoHarnagy. 3miHa MicLle3Haxo4KeHHs MacTep-
dhaiina cuctemmn hapmakoHarnsgy

3a
peyermom

UA/9943/01/02

91.

EBEPONIMY
C-BICTA

Tabnetku no 2,5 mr no 5
Tabnetok y 6nictepi; no
6 6nicTepiB y KapTOHHI

TOB
"®GapmaueBTu
YyHa KoMnaHis

YKpaiHa

CiHTOH XicnaHis, C.
J1., Icnanis
(nepBuHHe,

IcnaHis/
Yuni

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
dhapmakoHarnagy (iHwi 3MiHK) - OHOBNIEHHS TEKCTY

3a
peyenmom

UA/17149/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Kopoo6Li Bicta" BTOPUHHE MapKyBaHHS! yNakoBKU JTIKapCbKOro 3ac0by 3 BHECEHHAM
nakyBaHHs, iHbopmaLii WwoA0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y
KOHTPO/1b SKOCTI, cucTeMi Sl. BHeCeHHS 3MiH [0 po3giny «MapKyBaHHS»
BWMYCK cepi); MK$ N3: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
CiHTOH Yuni NTaa., 3aTBEpPKEHOro TEKCTY MapKyBaHHS. BBeeHHSA 3MiH
Yuni (Bupo6HMLTBO, NpoTArom 6-Tn MiCALB NiCNA 3aTBEPAKEHHS
nepBuHHE, BTOPVHHE
nakyBaHHs)
92. EBEPO/IMY Tabnetkn no 5 mrno 5 TOB YKpaiHa CiHTOH XicnaHis, C. Icnanis/ BHECEHHS 3MiH [0 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/17149/01/02
C-BICTA Tabnetok y 6nictepi; no "®apmaueBTu N., Icnais Yuni MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
6 6nicTepiB y KapTOHHIiA YyHa KoMMaHis (nepBuHHe, hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
Kopoo6Li Bicta" BTOPWHHE MapKyBaHHS yNakoBKW /TIKapCbKOro 3ac00y 3 BHECEHHAM
nakyBaHHs, iHchopmawii LWoA0 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y
KOHTPO/1b SIKOCTI, cuctemi Sl. BHeCEeHHs 3MiH A0 po3ainy «MapkyBaHHS»
BUNYyCK cepii); MKSA /13: 3anponoHoBaHo: MapkyBaHHS. 3rigHo
CiHTOH Yuni NlTaa., 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefieHHs 3MiH
Ynni (BMpo6HULTBO, NPOTArom 6-Ty MIiCAILiB MiCNs 3aTBEPIKEHHS
NepByHHE, BTOPUHHE
nakyBaHHs)
93. EBEPO/IIMY Tabnetku no 10 mrno 5 TOB YkpaiHa CiHTOH Xicnanis, C. Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/17149/01/03
C-BICTA TabneTtok y 6nictepi; no "®bapmaueBTu N., Icnaxis Yuni MRy - 3MiHK Woao 6e3nekn/edeKkTMBHOCTI Ta peyenmom
6 6nicTepiB y KapTOHHIiA YyHa KommnaHis (nepBuHHe, hapmakoHarnagy (iHwWi 3MiHW) - OHOBNIEHHSA TEKCTY
KopoobLi Bicta" BTOPWHHE MapKyBaHHS YNakoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
nakyBaHHs, iHchopmawii LWoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
KOHTPOJ1b SIKOCTI, cuctemi Sl. BHeCeHHs 3MiH A0 po3ainy «MapkyBaHHS»
BUNYyCK cepii); MK$A /13: 3anponoHoBaHo: MapkyBaHHS. 3rigHo
CiHTOH Yuni Nitpa., 3aTBEPIKEHOr0 TEKCTY MapKyBaHHS. BBefeHHs 3MiH
Ywuni (BUpo6GHMLTBO, NPOTArom 6-TV MiCAILiB MiCNs 3aTBEPYKEHHS
nepBUHHE, BTOPVHHE
nakyBaHHs)
94. EAEM® PIHO | cnpeli Ha3anbHWiA, AT "®apmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/14054/01/01
po3yuH no 10 mny TUNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma

dnakoHi; no 1 doakoHy
y nauuj

Ta/abo agpecu 3asiBHUKa (BNacHMKa peectpauiiHoro
nocBeigyeHHs). 3MiHa HaliMeHyBaHHS Ta agpecu
3as1BHUKA (BN1aCHMKa PEECTPALiiHOrO NOCBIfYEHHS).
BBegeHHs1 3MiH NpoTAroM 6-Tu MicsAuiB nics
3aTBEPKEHHA. 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHA Ta/abo aapecu Micus
NPOBaKEHHS AiS/IbHOCTI BUpOBGHUMKa/imnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoumn AiflbHUL
BUMYCKY cepii abo MicLie NpoBefeHHsI KOHTPOJIHO AKOCTI.
([isNbHICTB, 3a SIKy BignoBigae BUPOGHUK/iMnopTep,
BK/IO4al0UM BUMYCK cepiid). 3MiHa HaliMeHyBaHHS Ta
afpecy BUPO6HMKa, 6e3 3MiHM MicLis BUPOOHULITBA.
BBegeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nics
3aTBEPAKEHHS
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
dhapmakoHariagy (iHwi 3MiHn). BHeCeHHs 3MiH [0
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

95.

ENAMNPA3A

po3giny «MapkyBaHHs1» MKA J13. 3atBepKeHo:

MAPKYBAHHSA Bignosigae HafgaHoMy TEKCTY
MapKyBaHHS yrnakoBku npenapaTty. 3anponoHoBaHo:

MAPKYBAHHSA 3rigHo 3aTBEPAKEHOrO TEKCTY

MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHs

yNakoBKW NMiKapCbKOro 3acoby LoA0 3a3HauYeHHs

MDKHapPOAHUX NO3HAYeHb OAUHULL BUMIPIOBaHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas

3aTBEPKEHHS

96.

ENAMPA3A

KOHLeHTpaT ans
PO34uHy ANns iHQysiid, 2
mr/mn, no 3 Mny
chnakoHi; no 1 conakoHy
B KapTOHHI kopobLyi

Lariep
dapmacbioTika
n3 IpnaHgis
NimiTen

Ipnangis

BignoBiganbHWi1 3a
BMNYCK cepil:
LWariep
dapmacbloTikans
Ipnangis Niviteq,

Ipnangis

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH 40
po3giny «MapkyBaHHs»: 3aTBepKeHo: MapKyBaHHs
Mpono3suuii 40 BUKNaAEeHHS TEKCTY MapKyBaHHS
popaTbest 3anponoHoBaHo: MapkyBaHHsA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS [logaBaHHa [0
TEKCTY MapKyBaHHA yNakoBKW MiKapCbKoro 3acoby
no3HayYeHb OAMHWLL BUMIPIOBaHHSA Y cuctemi Sl.
BBeaeHHs 3MiH npoTarom 6 micAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- BunyueHHs iHdhopmaLii Wwoa0 3asBHMKa 3 IHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby.
BeeaeHHs 3MiH npoTarom 6 micsAuis nicns
3aTBEPKEHHS; 3MiHW | TUMY - AAMIHICTPATVBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu Micus
NpoBafKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IOYaoumn AiNbHUL
BMNyCKy cepii abo MicLe NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BMpobHuK/iMnopTep,
BK/IOYAOUM BUMYCK Cepili) - 3MiHa Ha3BW Ta agpecu
BUPOGHMKaA, 6e3 3MiHN Micus BUpobHULTBa (BBEAEHHS
3MiH NPOTAroM 6 MiCALIB MiCNA 3aTBEPAKEHHS); 3MiHN |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKnii 3acib.
KOHTPO/Ib rOTOBOrO /iKAPCbKOro 3acoBy (iHLWi 3MiHW) -
OHOBJIEHHS BXE 3aTBEPLKEHNX METO/IB KOHTPO/HO
AKOCTI NiKapCbKOro 3acoby, a caMme BUKNAAEHHS TEKCTY
[ep>XXaBHO MOBOIO 3riiHO Cy4yacHVX BUMOr. BBeeHHs
3MiH NPOTAroM 6 MicsLIB MiC/1A 3aTBEPLKEHHS

3a
peyenmom

UA/13360/01/01

KOHLeHTpaT ans
PO34nHy aNns iHgysild, 2
mr/mn, no 3 Mny
donakoHi; no 1 dpnakony
B KapTOHHIi kopobLyi

Laviep
dapmacbioTika
n3 IpnaHgis
Nimiteq

Ipnangis

BignoBiganbHWi 3a
BMNYCK cepil:
Lariep
dapmacbioTikan3
Ipnangis NMiviteq,

IpnaHgis

BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTposb 4OMOMKHUX peyoByrH. 3amiHa mkepena

ofilepXXaHHs1 JONOMIXHOT peyoBKHY abo peakTuBy, LLO

CTaHOBUTb pU3KK Nepegadi 36yaHukiB 'E (MaTepiany,
LLIO CTAHOBUTb PU3UK Nepeadi 36yaHukis NE, Ha

maTepian POC/IMHHOrO abo CUHTETUYHOTO NOXOLKEHHS) -
[ns fONOMIXHUX PevyOBUH abo peakTuBiB, AKi
BMKOPMCTOBYHOTbCS Y BUPOOHULTBI aKTVBHOI PEYOBUHM

3a
peyenmom

UA/13360/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6i010r4YHOro/iMyHOONYHOTO MOXOKEHHS, 260
nikapcbKoro 3acoby 6ion10riYHoro/iMyHoN0rvYHoro
NoxXoxeHHs - 3MiHu o po3ginis 3.2.5.2.2. Onuc
BMPOGHMYOrO MpoLecy Ta oro KoHTpornto, 3.2.5.2.3.
KoHTporsb maTepianis Ta 3.2.A.2. OujiHka 6e3neku woao
CTOPOHHIX areHTiB Ta NONAralTb Y 3aMiHi Pe4YOBUHM
TBAPUHHOIO NOXOPKEHHSI TPUMCUHY, LLLO
BUKOPWCTOBYETLCA Y BUPOBHULITBI Ajit040i peyoBUHN
inypcynbasn Ha pekoMBIHaHT TPUMCUH, LLO Ma€E He
TBaPUHHE NOXOPKEHHS.
97. ECBEPITOKC | Tabnetku no 3,2 mr, no LWanep & HimeyunHa LWanep & Bpiommep HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu |1 6e3 UA/11978/01/01
20 Tabnetok y 6nictepi; Bpirommep v6X & Ko. KI TMny - 3MiHK 3 AKOCTI. [O0TOBWIA NikapcbKnii 3acib. peyenma
no 2, a6o 3, abo 5, abo M6X & Ko. KI

no 10 6nicTepis y
KapTOHHI Kopoo6Li

KOHTposb roToBoro fikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
roTOBOrO NikapCbKoro 3acoby (3mMiHa 3HaxoaUTbLCS nosa
3aTBEPMHKEHUMI AONYCTVMUMM MeXamMu crieumdikaii) -
3MiHa CTOCYETbCA 3MiHU NapamMeTpiB cnewudikauii
roTOBOrO MiKapCbKOro 3acoby 3a NokasHMKoM «CTiliKiCTb
[10 po3gasnioBaHHsA». HoBa peLienTypa nikapcbkoro
3acoby npu3Bena A0 3HWKEHHA BMICTY BoAM Ta 6inibLuoil
MeXaHIYHOI CTilKOCTi TabneTok. 3arBepaxeHo: 60-180 N
3anponoHoBaHo: 60 — 250 N; 3MiHu | Tuny - 3miHK 3
AkocTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa
y cknagi (40NOMKHUX peYOBMHAX) rOTOBOrO NiKapCbKOro
3ac006y (iHLWi AOMOMIXHI peYOBUHM) - 3aMiHa OAHIET
[LOMOMiXHOT PEYOBVHM Ha iHLY 3 TUMKU CaMUMK
YHKLIOHAIbHMM XapakTepucTMkamm Ta Ha ToMy
camoMy piBHi- 3aMiHV AOMOMIXHOT PeYOBUHU NTaKTO3M,
MOHoOrigpaT Ha nakTo3y 6e3BoAHy. [JlonomixHa peyoBrHa
NakTo3a, MOoHorigpaT 6yna 3amiHeHa Ha Taky X KifbKiCTb
NaKTo3u, 415 TOro, W06 3MEHLINTIN 3arasibHy KifbKiCTb
BOAM B TabneTui i, TUM camum, NiABULLNUTY CTabiNbHICTb
nNpoAaykTy; 3miHu | Tvny - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby (36i/bLIeHHs TePMiHY NPUMAATHOCTI
roTOBOrO /liKapCbKoro 3acoby) - 415 TOprosoi ynakoBKx
(niaTBEPAKYETLCA AAHUMU peasibHOro yacy) -
36iNbLUEHHA TEepPMiHY npuaaTHocTi 13 3aTBepgKeHo: 2
pokv 3anpornoHoBaHo: 3 poku; 3MiHK | TURY - 3MiHK 3
sKocTi. FoToBwMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3MiHa Yy NepBUHHIN
yMaKoBLji FOTOBOT0 NiKapCbKOro 3acoby (SkicHWi Ta
KinbKicHUIA cknap) - TBepAi nikapcbki hopMu- 3aMiHa
NMEepPBMHHOTO NaKyBaHHSA, Ha MaTepian HUKYOoT
NPOHUKHOCTI A5 MiABULLEHHS CTabiNbHOCTI MPOAYKTY;
3MiHN | TUNY - 3MiHK 3 AIKOCTI. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby. 3miHa
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napameTpiB cneuudikauii Ta/abo JONYyCTUMMX MEX
roTOBOrO NiKapcbKoro 3acoby (3BYXEHHSA AONYCTUMUX
MEX) - 3BY)XKEHHSI KpUTEpIito NPUAHATHOCTI Y cneumdikaii
N3 3a nokasHkom «BTpaTta B Maci Npu BUCYLLUYBaHi».
MeTa 3amiHn 1aKkTo3u1, MOHOriApaT Ha NakTo3y 6yna ans
TOrO, W06 3MEeHLWNTY 3arasibHy KiflbKiCTb BOAMU B
roTOBOMY NiKapCbKOMy 3aco06i. 3aBAsKM LibOMY, Mexa
cneumdikaLii BUNycKy roToBOro nNpoAykTy 6yna Tpoxu
3BY)eHa. 3aTBepAKeHo: He binbwe 3,0 %
3anponoHoBaHo: He 6inbLue 2,5 %; 3MiHW | Tuny - 3MiHK
3 AkocTi. APl KoHTposnb A®l. 3miHa y napameTpax
cneumdikauii Ta/abo LONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWNIA/MPOMIXHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLeCi
BMPO6HMLTBA AP (iHLUI 3MiHK)- 3aMiHa aHaNITUYHOrO
MapKepy, L0 3aCTOCOBYETLCA A1 KOHTPOJIHO
ieHTUdiKauil Ta KiflbKiCHOro BMICTY Y POC/INHHI
CMPOBUHI KOpeHeBwLL, 6anTuii kpacunbHoI (Bapticia
tinctoria radix) Ta B ekcTpakTi. AHaniTU4YHUIA Mapkep
reHicTeiH 6yB 3aMiHEHWIi Ha MaakkiaiH, AKui
TPaNASETLCA Y BULLIIA KiNbKOCTI | TUM caMuM nonerwye
aHanis. BignoigHo po3pobnexunii HoBWIA MeTog, AN
KiNIbKICHOTrO BU3HAY€HHS 3 BiAMNOBIAHUMU KpUTEPISMU
NPUIAHATHOCTI; 3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco6y. 3miHa napameTpiB cneyudikauii Ta/abo
[0MYyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLui
3MiHM) - 3aMiHa aHaNiTMYHOro Mapkepy, Lo
3aCTOCOBYETHCSA A1 KOHTPOO KilbKicHOro BMicTy 13
Ha TepMiH NpUAATHOCTI 3a NOKa3HUKOM «KinbKicHe
BU3HAYEHHA cepis-crneuntiyHnX MapkepHUX PEYOBYH:
MaakiaiH i3 kopeHiB BanTusii». AHanIiTUYHWIA Mapkep
reHicTeiH 6yB 3aMiHeHUIi Ha MaakkiaiH, sKul
TpannseTbCA Y BULLIA KiNbKOCTI | TUM caMnM NoerLye
aHaunis; 3miHu | Tuny - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®I. 3miHa y meTofax BunpobysaHHs APl abo
BMXi4HOro Martepiany/npoMixKHOTO MPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa Ad|
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOAAX
BMMNPOGYBaHHS) - HE3HAYHI 3MiHW Y METOANKY
BUNPOOYBaHHA 4718 EKCTPaKTy 3a NoKasHUKOM «KifbkicHe
BM3HAYeHHA 6eTaiHy; 3MiHK | TUNYy - 3MiHK 3 aKocTi. AL,
KoHTponb Adl. 3miHa y meTogax BunpobyBaHHs Ad|
abo BMXigHOro martepiany/npomikKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLEC
BMPO6HULTBA AP| (HE3HAYHI 3MiHM Yy 3aTBEPMAKEHNX
MeToJax BUNPOOYBaHHS)- HE3HAYHI 3MiHW y MeToauLi
BMNPOGYBaHHSA [/181 EKCTPaKTYy 3a NOKa3HMKOM «KisbKicHe
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BM3HA4YeHHS ymbennidepoHy»; 3miHu | Tuny - 3miHun 3
AKocTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToax BUnpobyBaHHs
rOTOBOrO JlikapCcbkoro 3acoby (Hes3HavHa 3miHa y
3aTBEpMKEHNX MeToAax BUNPOBYBaHHS) - HE3HaYHI
3MiHW Yy 3aTBEpKEHUX MeTogax BunpobysaHHa 13, a
came «KinbkicHe BU3HaYeHHs cepis-cneungivuHmx
MapKepHNX PevyoBUH: ymo6enichepoH 3 Tpasn Tyi».
MeTog, aHanizy 6yB onTMMi3oBaHuii. HeobxigHWiA yac
[ON15 BUNTyYeHHs 3pa3kiB 6yn10 CKOpoueHo, Tomy byna
3MeHLLIeHa TenioBa Hanpyra Ha 3paskv. KonuwwHii etan
BWIYYEHHSI TBEPAOI dhasun € 3acTapizium, TOMy Yac
NiAroTOBKM 3paska SBHO CKOPOYYeTbCA. KONMLLHii
[JianasoH kanibpyBaHHsi 6yB AeLL0 PO3LUMPEHWIA; 3MiHK |
TUNYy - 3MiHK 3 IKOCTi. FTOTOBWIA Nnikapcbkuii 3acio.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpo6yBaHHSA rOTOBOrO MiKapCbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpAKEHUX MeTohax
BMNPOOYBaHHS) - HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToAax BunpobyBaHHs 13, a came «KinbkicHe
BM3HAYEHHS Cepisf-CneumdiyHnX MapkepHUX PeyoBUH:
BeTaiH i3 kopeHiB ExiHauei». MNpoueaypa BrunpobyBaHHs
6eTaiHy 6yna nepernsHyTa Ta cnpoLueHa Wwoao
niAroToBKY 3paskiB A5 NONIMNLIEHHS KOHTPOJIO SKOCTI.
Kpok niodpinizauii 3apa3 3actapinvii. MpurHumn aHanisy
Ta KpUTUYHI napameTpu BumiptoBaHHs BEPX He
3MIHWANCS; 3MiHK | TUNy - 3MiHK 3 AkocTi. APl KoHTponb
A®l. 3miHa y meTogax BunpobyBaHHs A®| abo
BUXIAHOIO MaTepiany/npoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpobHuutea API
(He3HauHi 3MiHN y 3aTBEpPKEHNX METOAAX
BMNPOOYBaHHS) - HE3HAUHI 3MiHM Y MeTofax
BMNpoGyBaHHA Ha adnaToKCHK, a came ans
3a/10BOJIEHHS1 OCOBMBOTO XapakTepy KOPEHiB rpynu
NPOAYKTIB Ta X NPOAYKTIB, KONULLHIW 3arasibHuilt MeTof,
BM3HayeHHs achnatokeuHis (PV 805021) 6yae
3aMiHEHWIA BIAMNOBIAHMM MeTo40M BUnpobyBaHb PV
805023. OCHOBHUIA NPUHLMN METOAY BUMNPOGYBaHb
3aMLWIAETLCSA HE3MIHHMM. [JoonpaLboBaHuii MeTos
BMNpo6yBaHHA 805023 BigHeceHwuii fo rpyny matpuup I,
sIKa BK/I0Ya€ pPoC/IMHHI pevoBuHY Radix Echinaceae
purp., Radix Echinaceae pall. i Radix Baptisiae
tinctoriae; 3MiHu | TUNYy - 3MiHM 3 akocTi. A®Il. KoHTponb
A®l. 3miHa y meTogax BunpobysBaHHA APl abo
BMXiQHOro Martepiany/npoMiKHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA y Npoueci BUpobHuuTBa Ad|
(He3HauHi 3MiHW Y 3aTBEpKEHNX MeTohax
BUNPOBYBaHHS) - BHECEHHSI HE3HAYHMX 3MiH Y METOAUKY
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BUNPOOYBaHHSA A/19 POC/IMHHOT CUPOBUHM KOPEHEBMLL

6anTusii kpacunbHoI (Bapticia tinctoria radix) 3a
noKasHUKoM «laeHTudikalis Ta yncTotTa METOAO0M
BEPX»; 3miHn | Tuny - 3miHn 3 axkocTi. A®Il. KoHTponb
A®l. 3miHa y meTogax BunpobysBaHHA APl abo
BMXi4HOro Martepiany/npoMiKHOrO NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCSA Y Npoueci BUpobHuuTea Ad|
(He3HauHi 3MiHW Y 3aTBEpPKEHNX MeToAax
BUNPOBYBaHHS) - BHECEHHS HE3HAYHWX 3MIH Y METOAUKY
BUMPOOYBaHHSA A/19 POC/IMHHOT CUPOBUHM MOMOANX
naroHis Ta nmcTa Tyi (Thuja occidentalis herba) 3a
nokasHukom «laeHtudikauis. YmbenicdepoHn metogom
TLWX». Yepes cunbHOBOAHUIA EKCTPAKLiAHUA PO3UNHHMK
pocnvHHa pevoBuHa Habyxae i ycknafHioe etan
hinbTpavii. 19 3MEHLLEHHS B'A3KOCTI eTan ekcTpakw,i
3aMIHIOETbCA eTanoM NiAroToBKM 3paska; 3MiHu | Tiny -
3MiHu 3 siKocTi. A®l. KoHTponb A®I. 3miHa y MeTogax
BunNpobyeaHHA APl abo BUXigHOTO
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOAAX
BUMPOOYBaHHS) - BHECEHHS HE3HAYHMX 3MiH Y METOANKY
BUMNPOBYBaHHSA A1 POCAIMHHOT CUPOBUHM MOMOANX
naroHis Ta nmcTa Tyl (Thuja occidentalis herba) 3a
nokasHukoMm «laeHTudikauis. TyinoH meTogom X». Ans
3aXMCTy AeTeKTOpYy Ta KOMOHKV 6y/n BNpoBaKeHi
He3HauHi 3MiHWM TemnepaTtypu; 3miHn | Tuny - 3miHn 3
akocTi. A®l. KonTponb A®l. 3miHa y meTogax
BUNpobyBaHHA APl abo BMXigHOTO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6GHMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeToAax
BUNPOBYBaHHS) - BHECEHHS HE3HAYHWX 3MIH Y METOAUKY
BUMPOOYBaHHSA A/19 POCIMHHOT CUPOBUHM MOMOANX
naroHis Ta nmcTa Tyi (Thuja occidentalis herba) 3a
nokasHukoM «lgeHTundikauis. ®nasoHOIgM METOL0M
TWX». MeTog TWX ans igeHTudpikauii Tpasu Tyi 6yB
[eLlo CMpOoLLEHWi LLOAO NiArOTOBKM 3paskiB, a Kputepil
OLiHIOBaHHSA 6y BU3HAYEHI BisibLLl TOYHO; 3MiHK | TURy -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BUNpobyBaHHA A®l abo BUXigHOTO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPIKEHNX MeToAax
BMNPOOGYBaHHS) - HE3HAYHI 3MiHW B METOAML
BUMPOOYBaHHSA A/19 EKCTPaKTy 3a NOKa3HUKOM
«lpeHTudpikauis bantunsia/Tya metogom TLUX»; 3MiHu |

TMny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y




55

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

mMeTofdax BUNpobyBaHHs AD| abo BuXigHOro
mMarepiany/npomiKHOro NPoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHN y 3aTBEPKEHNX METOAAX
BUNPOBYBAHHS) - HE3HAaYHI 3MiHN B METOAML
BUNPOBYBaHHA [/19 EKCTPaKTy 3a NOKa3HUKOM
«laeHTudikayis. ExiHaues»; 3MiHn | Tuny - 3MiHn 3
AKoCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToax BUnpobyBaHHs
rOTOBOrO Jlikapcbkoro 3acoby (He3HavyHa 3miHa y
3aTBEepMKEHNX MeToAax BUNPOBYBaHHS) - HE3HaYHI
3MiHM 40 MeToAMKM BUNPOOyBaHHSA 13 3a NokasHWKoM
«laeHTudikauis (TLX) xapaktepHux Mapkepis bantusis
Ta Tyi». Onuc metogy TLUX ontumiszoBaHo. HenoTpibHa
iHchbopmavis 6yna BuganeHa, a ouiHka BuknageHa
TOYHiLe. [loAaTKOBO BHECEHE YTOUHEHHS [0 METOAUKN
BunNpobysaHHA /13 3a nokasHnkoM «MikpobionoriyHa
YMCTOTa», a came 3a3HavyeHo nocunaHHAa Ha EP 2.6.12;
3MiHM | TUny - 3MiHK 3 AKOCTIi. [OTOBWIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS TOTOBOIO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAAX
BUNPOBYBAHHS) - HE3HAUHI 3MiHW 40 MEeTOANKM
BMNpo6yBaHHSA /13 3a nokasHnKoM «lgeHTudikauis
(TLWX) xapakTepHyx MapkepiB Exiavuei nypnypHoi Ta
ExiHauei 6nigoi». Onuc metogy TLIX 6yno BunpaBneHo
CTOCOBHO BMKOPUCTaHHSA ackopbiHOBOI KUCNoTH Ans
NpuroTyBaHHs 3paskis. O6'eM Ta WBUAKICTb BBOAUMUX
PO34UHIB BYNIN 3MiHEHI, a KpUTEPIT OLiHIOBaHHS
He3HayHO BHECEHI 3MiHW; 3MiHU | TUMY - 3MiHK 3 SKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BUPOGHMKa (BK/THOYatoum, e HeobXxigHo, micue
npoBeAeHHA KOHTPO0 AkocTi) A®I (3a BigCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBponeichkii hapmakonei y
3aTBEPMKEHOMY A0CLE)(iHLWi 3MiHW) - AOAABaHHS
nocTavasnibHvKa 15 kopeHeBuwy, 6anTusii. KomnaHis
Sandfort GmbH & Co. KG, HimeuunHa, 3a3Ha4vaEeTbes sk
nofasibLUnii NocTa4asibHUK Ky/IbTUBOBAHWNX KOPEHEBULL,
6anTumsii. FKIiCTb L€l pocMHHOT cybeTaHLii Ayxe fobpe
BiANOBIAA€E AKOCTI POC/IMHHOI cy6CTaHLi, npuadaHoi
iHWMMW nocTavyaIbHUKamu

98.

ECKYBIT®

Kpanni, in bulk: no 15 mn
abono 25 mny
dhnakoHi-KpanesbHuL;
no 88 chnakoHiB
KpanesbHULb Y KOpooi;

MAT
"Tannudapm"

YKpaiHa

MAT "Tanuudapm”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
MMy - 3MiHK 3 AkocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa y
6e3nocepeHiit ynakosLi A®| - BHECEHHS 3MiH A0
mMarepianis peectpaduiiHoro gocke 13 EckyBiT®,

UA/9510/01/01
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in bulk: mo 25 mny Kpanni, a came yTO4YHEHHS onucy yrnakoBkun Ad|
dhnakoHi-KpanenbHUL, KaluTaHy KiHCbKOro n/iofiB eKCTPakT PifKuiA, eKCTpakT
3aKPUTOMY KPULLIKOIO 3 piakuii (cy6eTaHLis), 6e3 3a3Ha4eHHA KOHKPETHOT
KOHTPO/IEM NEPLUOro KifIbKOCTi Cy6CTaHLil y 604kax noniMepHux:
po3KpuTTS; no 88 3anpornoHoBaHo: B 604kax nosiMepHux. Ha 6ouky
dhnakoHiB-kpanensHNLb HaK/eTb ETUKETKY
y KOpoGi
99. ECKYBIT® Kpanni, no 15 mn abo no MAT YkpaiHa MAT "ranuucapm” YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 6e3 UA/3298/02/01
25 Mn y dhnakoHi- "Tanuudapm" MYy - 3MiHK 3 KocTi. A®l. Cuctema peuyenma
KpanenbHuui; no 1 KOHTeliHep/3akynoptoBasbHWii 3aci6. 3miHa y
dhnakoHy-kpanenbHuLj y 6e3nocepeHiin ynakosui A®| - BHECEHHS 3MiH A0
nauui; no 25 mny Marepianis peecTpaujiiiHoro gocke 13 EckyBiT®,
hnakoHi-kpanenbHuL,, Kpanni, a came yTO4YHEHHS onucy ynakoskn Ad|
3aKPUTOMY KPULLKOIO 3 KaluTaHy KiIHCbKOrO MoAiB eKCTPaKT PiAKWiA, ekcTpakT
KOHTpOMEM nepLuoro pigkuii (cybcTaHuis), 6e3 3a3HaYEHHS KOHKPETHOT
pPO3KpUTTS; No 1 KifIbKOCTi cy6CTaHLil y 604kax noniMepHux:
dhnakoHy-kpanenbHuLj y 3anponoHoBaHo: B 6oukax nonimepHux. Ha 6ouky
nauui HakMNewTb eTUKETKY
100. | XXEHbLUEHKO | HacTolika, no 50 mny TOB "[OKI YkpaiHa TOB "AKnN Ykpaina BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 6e3 UA/8471/01/01
HACTOWKA donakoHi; no 1 dpnakony "apmaueBTu "apmMaueBThYHA MRy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
B nauuj; no 50 mny YyHa thabpuka" thabpuka" hapmakoHarnagy (iHwi 3miHu) - 3amiHa rpadgiyHoro
hnakoHax 0ochopMNEHHS NEPBUHHOI Ta BTOPUHHOT YNakoBOK Ha
TEKCT MapKyBaHHS YNakoBOK 3 BifNOBIAHUMMN 3MiHAMM [0
po3gainie MKA N13 (po3gain «padhiyHe ohopmMIeHHs»
(JopaeTbes) 3amiHeHO po3ainom «MapkyBaHHs»( 3rigHO
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS). OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3 BHECEHHSM
iHthopmawii LoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
cucTemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPMAKEHHS
101. | XXMBOKOCTY | HacToiika no 50 mny TOB "OKM YkpaiHa TOB "AKn Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/6735/01/01
HACTOWKA hnakoHi; no 1 chnakoHy "dapmaleBTu "dGapmaLieBTnyHa MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
B nauuj yHa thabpuka" habpuka" thapmakoHarnaay (iHwi 3MiHK) - BHECEHHSA 3MiH 40
po3giny “MapkyBaHHsA" MKA J13”: 3anponoHoBaHo:
MapkyBaHHs. 3rifiHO 3aTBEP)KEHOrO TEKCTY
MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
nikapcbkoro 3acoby 3 BHECEHHSIM iHchopMalii Lwoao
3a3HayYeHHs OAVHULb BUMIpOBaHHSA Y cuctemi Sl.
BBegeHHs1 3MiH NpoTAroM 6-Tu MicsAuiB nics
3aTBEPMKEHHS
102. | 30BIPAKC Kpem 5 %; no 2 ry Ty6i; nakcoCmitKn Benvka nakco OnepeiiHc Benvka BHECEHHS 3MiH 40 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/8629/01/01
no 1 Ty6i y KapTOHHIiA ANRH BputaHis HOK NimiTen BpuTaHis TMny - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
Kopobui KoHcblomep Ta/abo agpecu Micusa NPoBaKEHHS AisNbHOCTI
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Xenckep (HOK) BMPOGHMKa/iMnopTepa roToBoro likapcbKoro 3acoby,
TpelgiHr BK/IHOYaA0UM AiNbHWLI BUNYCKY cepii abo Micue
Nimiteq NpOoBeLEeHHS KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiii) - 3MiHa aapecu BMpo6Huka M3 nakco
OnepeiiwHc KOK Jflivitea, Benuka BpuTaHisi, 6e3 3MiHu
MiCLl BAPOGHMLTBA. 3MiHW BHECEHO B iHCTPYKLitO AN
MeAMYHOro 3aCTOCYBaHHA LLOAO MiCLe3HaX04KEeHHS
BMPOGHMKA 3 BIANOBIAHUMY 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby. BeefeHHA
3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
103. | IBY®PEH® cycnensis opasibHa, 100 MepaHna MonbLwa Mepgana ®apma Monbua BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 6e3 UA/9215/01/01
ANsi QITEN mr/5 mn; no 100 mny dapma AxkuioHepHe TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTa BifnoBigHOCTI peyenma
MAJTMHA nnactukosomy (MET) AKUjioHepHe ToBapucTBo €Bponeiicbkili hapmakonei Ne R1-CEP 2002-099-Rev
hnakoHi 3 ToBapucTBo 05 ansa pjtouoi peyosuHm Ibuprofen Big Bxe
nonieTMNeHoBUM 3aTBEPAKEHOr0 BUPOOHMKA, SK HACNiA0K 3MiHa Ha3BM
ajantepom; no 1 (3aTBepmxeHo: HUBEI BIOCAUSE PHARMACEUTICAL
dhnakoHy pasom 3 CO, LTD, China; 3anponoHoBaHo: HUBEI GRANULES -
LINpULLEM-403aTOPOM B BIOCAUSE PHARMACEUTICAL CO., LTD., China)
KapTOHHII nayui
104. | IBY®EH®AN cycneHsist opasibHa, 100 MepaHa MonbLia MepaHa ®apma Monbwa BHECEHHS 3MiH 0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | 6e3 UA/11881/01/01
A AITEN Mmr/5 mn; no 100 a6o no dapma AKLjiOHepHe TUMy - NOAAHHSA OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI peyenma
nonyHmua 120 M1y N1acTUKoBOMy AKUioHepHe ToBapucTBo €Bponevicbkiii hapmakonei Ne R1-CEP 2002-099-Rev
donakoHi; no 1 dpnakoHy ToBapucTBO 05 nns piroyoi peyosuHu Ibuprofen Big Bxe
3i LINPULLOM-A03aTOPOM 3aTBEPIAKEHOr0 BUPOOHMKA, SK HACAIA0K 3MiHa Ha3BK
Y KapTOHHI nayui (3aTBepmxeHo: HUBEI BIOCAUSE PHARMACEUTICAL
CO, LTD, China; 3anponoHosaHo: HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD., China)
105. | IBOKET® po3uunH ans iHgysiii 0,1 Na6opwmep- PyMmyHis Egep ®apma VeHa HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3055/02/01
%, no 10 mn B amnyni; Papma C.A. m6X , HimeyunHa MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 10 amnyny (BUPOGHMLTBO "in hapmakoHarniagy (iHwi 3MiHK) - OHOBMEHHS TEKCTY
KapTOHHIN navui bulk”, nepsrHHe MapKyBaHHS1 yNakoBKU JTiKapCbKOoro 3acoby 3 BHECEHHSAM
nakyBaHHs); Elicika iHchopmawii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
dapmacbloTnkans cuctemi Sl. TepMiH BBEAEHHS 3MiH - MPOTArOM 6 MicALiB
vm6X, HimevunHa nicns 3aTBepKeHHs
(BTOPUHHE
nakyBaHHS;
KOHTPO/Ib SAKOCTI "in
bulk",
BignoBigasbHWi 3a
BUNYCK cepir)
106. | IHCYBIT® H pO34MH ANa iH'ekuiid, 100 | BITAN dapma HimeuunHa BiokoH flimiTes, IHpis/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3mMiHu | 3a UA/14837/01/01
MO/mn; no 3 mny M6X IHAis; YkpaiHa TMny - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
KapTpuaxi; no 5 AT "®apmak”, Ta/abo agpecy 3asiBHMKa (B/lacHUKA peecTpaviiiHoro
KapTpuaxis y 6nictepi; Ykpaina NOCBiJYEHHS) - 3MiHa aApecy 3asBHVKa; 3MiH/ BHECEHO

no 1 6aictepy y naudi;

B iHCTPYKLit0 A1 MeMYHOr0 3aCTOCYBaHHS JliKapCbKOro
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 10 mn y dpsiakoHi; no 3acoby y p. "Micue3HaxomkeHHs 3asaBHMKA". BBegeHHs
1 chnakoHy y nauui 3MiH NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAXKEHHS; 3MiHU
| TMNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHYBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpOGHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IHOYA0UM AiNbHWLI BUNYCKy cepii abo Micue
NpPOBELEHHS KOHTPO/TO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBiAA€e BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiit) - 3miHa HalimeHyBaHHA Ta afpecy BUPO6GHUMKa,
6€3 3MiHN MicLa BUPOGHMLTBA. 3MiHM BHECEHO B
IHCTPYKUiO AN MeAMNYHOro 3aCTOCYBaHHS LLIOAO
HaliMeHyBaHHS Ta MiCLLe3HaX04KEHHSA BUPOOHNMKA 3
BiAMNOBIAHMMW 3MiHAMW Y TEKCTi MapKyBaHHS! YMakoBKM
nikapcbKoro 3acoby. BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPLYKEHHS; 3MiHM | TUNY - 3MiHK LWoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- BHeceHHs 3MiH o po3giny «MapkyBaHHA» MKA N13:
3arBepmkeHo: MAPKYBAHHSA Bignosigae HagaHomy
TEKCTY MapKyBaHHs. 3anponoHosaHo: MAPKYBAHHSA
3rigHoO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS. OHOBMEHHS
TEKCTY MapKyBaHHS yNakoBK/ NikapCbKoro 3acoby 3
BHECEHHSM iHthopMmalii LLoA0 3a3HaYEHHS OAUHULbB
BUMIpOBaHHsA y cuctemi Sl (BBefeHHs 3MiH NpoTSArom 6-
U MicALIB NicNs 3aTBEPAKEHHS)
107. | KABOMETUK | TabneTku, BKpUTI INCEH ®paHuisa MateoH IHk., KaHaga KaHapa/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/16766/01/01
C NNiBKOBOK 060/I0HKOHO, PAPMA (BMPOGHMLTBO, dpaHuin TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 20 wmr, no 7 TabneTok, nepBrHHE Ta thapmakoHarnagy (iHwi 3MiHN) - 3aTBEPIXKEHHS
BKPUTUX NNIBKOBOIO BTOPVHHE a/IbTEPHATNBHOIO TEKCTY MapKyBaHHS YNakoBKu
060/1I0HKOI0 Y BicTepi; nakyBaHHs, NiKapcbKoro 3acoby i3 3a3HaYeHHSAM MDKHAPOAHUX
no 4 6nictepu B BMNPOGYBaHHS Npu no3HayYeHb OMHULb BUMIpIOBaHHSA. BBeaeHHS 3MiH
KapTOHHI kopobuji abo BWMYCKy Ta NpoTArom 6-Tu MicALB NicNs 3aTBEpPMAKEHHS
no 30 TabneTok, CTabinbHOCTI);
BKPUTWX M/1IBKOBOKO MaTeoH dpaHuis,
060/T0HKOI0 Y NAALLLL; ®paHuia (BuMycK
no 1 nasLwui B KAPTOHHIN cepir)
Kopoo6ui
108. | KABOMETUK | TabneTku, BKpUTI INCEH PpaHuis MaTeoH IHK., KaHaga KaHnapa/ BHECEHHS 3MiH 0 peecTpaLliiiHux MmaTepiasis: 3MiHu | 3a UA/16766/01/02
C NNiBKOBOK 060/1I0HKOHO, PAPMA (BMPOGHMLTBO, dpaHuis TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 40 wmr, no 7 TabneTok, nepBrHHe Ta thapmakoHarnagy (iHwi 3MiHW) - 3aTBEPAXXEHHS
BKPUTUX NNiBKOBOIO BTOPVIHHE a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS YNakoBKu
060/10HKOI0 Y BRicTepi; nakyBaHHs, NiKapcbKoro 3acoby i3 3a3HaYeHHSAM MDKHAPOAHUX
no 4 6nictepu B BMNPOGYBaHHS Npu no3HayeHb OMHULL BUMIpIOBaHHSA. BBeaeHHsS 3MiH
KapTOHHI kopobui abo BUNYCKY Ta NPOTArom 6-TV MiCALiB MiCNs 3aTBEPIYKEHHS
no 30 TabneTok, CTabinbHOCTI);

BKPUTUX M/1IBKOBOKO
060/10HKOI0 Y NAALILL;
no 1 naswui B KAPTOHHIN
Kopoo6ui

MaTeoH dpaHuis,
®paHujsa (BMnyck
cepii)
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
109. | KABOMETUK | Tabnetku, BKpUTI INCEH ®paHuis MateoH IHk., KaHaga KaHapa/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/16766/01/03
C NNiBKOBOK 060/1I0HKOHO, PAPMA (BMPOGHMLTBO, PpaHuin TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 60 mr, No 7 TabneTok, nepBuHHe Ta thapmakoHarnagy (iHwi 3MiHW) - 3aTBEPIXKEHHS
BKPUTUX NNIBKOBOIO BTOPVIHHE a/IbTEPHATNBHOIO TEKCTY MapKyBaHHS YNakoBKu
060/10HKOI0 Y BnicTepi; nakyBaHHs, NiKapcbKoro 3acoby i3 3a3HaYEHHSAM MKHAPOAHUX
no 4 6nictepu B BMNPOGYBaHHS Npu no3HayeHb OfMHULb BUMIpIOBaHHSA. BBeeHHSA 3MiH
KapTOHHI kopobuji abo BWMYCKy Ta NpoTArom 6-Tu MiCALB MiCNA 3aTBEPMAKEHHS
no 30 TabneTok, CTabinbHOCTI);
BKPUTUX M/1IBKOBOIO MaTeoH dpaHuis,
060/10HKOI0 Y NAALLLL; ®paHuia (BUMycK
no 1 nnswui B KAPTOHHIN cepii)
Kopoo6ui
110. | KANbUWUN rpaHy/im romeonaTtunyHi BANA HimeuunHa BANA HimeuunHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 6e3 UA/16276/01/01
KBEPKYC no 20 r y donakoHi, no 1 XainbmitTens XaiinbMmitrens Mi6X TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peuyenma
rnoeyni hnakoHy B KOpoO6Li 3 6X thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
BENATI KapTOHY po3gainy “MapkyBaHHa" MKS /13: 3anponoHoBaHo:
MapkyBaHHs. 3rifHO i3 3aTBEPAXEHVIM TEKCTOM
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
nikapcbKoro 3acoby 3 BHECEHHSAM iHchopmalii woao
3a3HayYeHHs1 OAUHMLL BUMIpIOBaHHA Y cucTemi Sl
111. | KANlbUlYM® Po3unH ans iH'ekuid, 10 EBEBE ABcTpist Faynt ®apma HimeuunHa/ BHECEHHS 3MiH 40 peecTpaviinHux maTepiasis: 3MiHu | 3a UA/1638/01/01
ONMIHAT mr/mn; no 3 mn (30 mr), dapma BonbparcxayseH ABCTpIS MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
"EBEBE" a6o 5 mn (50 wmr), abo lec.m.6.X. 'M6X, HimeuunHa hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
10 mn (100 mr), abo no Hdor.KI (BUPOGHMLTBO MapKyBaHHS YNakoBKM NiKapCbKOro 3ac06y 3 BHECEHHSM
20 mn (200 mr) y Hepo3dacoBaHoT iHbopmauii WwoA0 3a3Ha4YeHHSA OAUHWLL BUMIPIOBAHHSA Y
donakoHi; no 1 dpnakoHy npoayKuii, nepBrHHa cuctemi Sl. TepMiH BBEAEHHSA 3MiH NPOTArom 6 micsuis
B KQpPTOHHI kopobLi i BTOPUHHA nicns 3aTBepmXeHH
ynakoBKa, KOHTPO b
cepii); EBEBE
dapma Nec.m.6.X.
Hdpr. KI, AscTpis
([03BiNn Ha BUNYCK
cepii); CaHpo3s M'meX
- BupobHuua
LinbHULA
AHTWIHdEKUiVRHI TN3
Ta XimiyHi Onepadji
KyHanb (AIXO M3
KyHanb), ABCTpis
(mo3Bin Ha BUMYyCK
cepii)
112. | KAMETOH aepo3onib no 301y AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 6e3 UA/4658/01/01
6as10Hi aepo30/1IbHOMY MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenma

antoMiHiesomy, no 1
6asioHy 3
posnuntoBavemM B navj

hapmakoHarnagy (iHLi 3MiHK) - OHOBNEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHSi BHECEHHS 3MiH [j0

po3ainy “MapkyBaHHa" MKA 13: 3anponoHoBaHo:

Po3gin MAPKYBAHHSA [1ns roToBoro nikapcbkoro
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3acoby: BignosigHO [0 3aTBEPXEHOr0 TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA ynakoBKM
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3HaYeHHs OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS
113. | KAMETOH aepo3osb in bulk: no 30 AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | - UA/16470/01/01
r'y 6as1oHi TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
aepo30/ibHOMY hapmakoHarnsagy (iHwi 3MiHW) - OHOB/IEHHS BXe
antoMiHieBomy; no 240 3aTBEP)KEHOro TeKCTy MapKyBaHHs no 30 ry 6a1oHi
6asIoHIB 3 3aXUCHUMMU aepo30/1IbHOMY a/toMiHIEBOMY; NO 240 6an0HIB 3
KoBnaykamu Ta 3aXMCHMMM KOBMaykaMu Ta po3nunatoBavamMm B ALLMKY
posnunoBavamu B (BHECEHHSA NO3HAYeHb OAMHULL BUMIPIOBAHHS, 3
ALLNKY BMKOPUCTAHHAM fliTep /IaTUHCLKOro andasity, ToLo);
BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N3:
3anponoHoBaHo: Po3ain MAPKYBAHHSA BignosigHo o
3aTBEPXEHOr0 TEKCTY MapKyBaHHS, L0 A0AAETLCA.
OHOB/IEHHSI TEKCTY MapKyBaHHS! YNakoBKW /ikapCbKoro
3aco6y 3 BHECEHHSAM iHchopMaLii LWoA0 3a3HaYEHHS
OAVHWLb BUMIPIOBaHHA Y cucteMi Sl. BBeeHHs 3MiH
npoTArom 6-Tn MicALiB NicNs 3aTBEPAKEHHS
114. | KAPBOAEPM | kpem, 100 mr/rno 30 ry MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasis: 3MiHu | 6e3 UA/2351/01/02
-AAPHULA® Ty6i; no 1 Ty6i y nayui "bapmaueBTu "PapmaLeBTnyHa TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peuyenma
YyHa hipma dipma "JapHuus" thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
"fapHuus” MapKyBaHHS! yNakoBKU JTiKapCbKoro 3acoby 3 BHECEHHAM
iHbopMmaLii WoA0 3a3HaYEHHS OAUHMLL BUMIPIOBAHHS Y
cucTeMi Sl. BHeceHHs 3MiH Ao po3ainy “MapkyBaHHS"
MKSA N13; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo
[10 3aTBEPAXEHOI0 TEKCTY MapkKyBaHHS. TepMiH
BBEJEHHS 3MiH MPOTAroM 6 MicAuiB nicns 3aTBepmKeHHs
115. | KAPBOIM/IAT | koHUeHTparT A/s EBEBE ABCTpIf EBEBE ®apma ABCTpIS BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/4960/01/01
MH "EBEBE" po3unHy Ans iHdysil, 10 Papma lec.m.6.X. Hopr. KI MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
mr/mn no 5 mn (50 mr), Fec.m.6.X. thapmakoHarnaay (iHwi 3MiHK) - BHECEHHSA 3MiH 40
a6o no 15 mn (150 wmr), Hdor.KI po3ainy «MapkyBaHHs» MKH J13; 3anponoHoBaHo:
a6o no 45 mn (450 wmr), «MAPKYBAHHSA»: BignosigHo Ao 3aTBepaXeHoro
ab6o no 60 mn (600 mr) y TEKCTY MapKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA
dhnakoHi; no 1 dpnakony yMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSM iHchopmalii
B KOpOO6L LLI0A0 3a3HaYEHHS OMHULb BUMIPIOBaHHSA y cucTeMi Sl.
BBegeHHs1 3MiH NpoTAroM 6-Tu MicsAuiB nics
3aTBEPMKEHHS
116. | KAPAIO®IT HacTolika cknagHa no TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 40 peecTpaujiitHux maTepiasis: 3MiHu | 6e3 UA/8710/01/01
100 mny 6aHLi CKASHIN; "HaykoBo- BMPOBHMYA MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenma
no 1 6aHuji B nayuj 3 BUpPOGHMYa hapmaueBTMyHa thapmakoHarnsagy (iHwi 3miHu) - 3amiHa posgainy
KapToHy; no 100 mn y hapmaueBTuy komnanis "EVIM", «["padpiyHe ohopMIEHHS YNAKOBKM» Ha po3fin
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6aHui nonimepHiit; no 1 Ha KOMMaHis YkpaiHa (Bunyck «MapkyBaHHs» B MKA 13: 3anponoHoBaHo:
6aHLi B nayLi 3 KapToHy; "ENM" cepii); TOB MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
no 100 mMn y donakoHi "HaykoBo- MapKyBaHHS.
nosimepHomy; no 1 BUPOGHMYA 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKu
dhnakoHy B nauui 3 hapmaueBTMyHa niKapcbKoro 3acoby LWoA0 3a3Ha4yeHHs OAMHULb
KapToHy komnaHis "EVIM", BMMIpIOBaHHA y cuctemi Sl.
YkpaiHa BBefeHHs1 3MiH NpoTArom 3-x MicsLiB nicns
(BUPOBHMLTBO Ta 3aTBEpPKEHHS
KOHTPO/1b SIKOCTI)
117. | KACOAEKC TabneTkn, BKPUTI AcTpa3eHeka Benuka Bunpo6HuK, HimeuunHa/ BHECEHHS 3MiH 4O PEECTPaLiiHNX MaTepiasiB: 3MiHu | 3a UA/0185/01/02
NAiBKOBOK 060I0HKOIO, HOK NimiTen BputaHis BiANoBigaIbHNI 3a Benuka TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 150 wmr; no 14 BUPOBHMLTBO "in BpuTaHis Ta/abo agpecy 3asiBHMKA (B/laCHUKA peecTpaviliHoro
Tabnetok y 6nictepi; no bulk", koHTponb noceigyeHHs) - 3MiHa agpecu 3asBHUKa AcTpa3eHeka
2 6nicTepu y KapTOHHIA AKOCTI: 0K, NimiTen (BBegeHHA 3MiH MPOTAroM 6-Tu MicsLiB
Kopoobui KopaeH dapma nicnsa 3aTBepKEHHS)
'm6X, HimeuunHa;
Brpo6HWK,
BiAnoBigabHUIA 3a
nepBrHHE Ta
BTOPVHHE
nakyBaHHs1, BUMYyCK
cepii:
AcTtpa3eHeka tOK
NimiTen, Benuka
BpuTtaHis
118. | KACOJEKC TabneTku, BKPUTI AcTpa3eHeka Benvka Brpo6HWK, HimeyunHa/ BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasis: 3MiHu | 3a UA/0185/01/01
NNiBKOBOK 060/1I0HKOHO, HOK Nimiten BpuTaHis BiAnoBigabHUA 3a Benvka TMNYy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
no 50 mr; no 14 BUPOGHMLTBO "in BpuTaHis Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
TabneTtok y 6nictepi; no bulk”, kKOHTpO/b NnocBigYeHHs) - 3MiHa agpecu 3asaBHUKa AcTpa3eHeka
2 6nicTepy y KapTOHHIlA AKOCTI: IOK, NimiTes (BBegeHHs 3MiH NpOTAroM 6-Tu micsAuiB
Kopoo6Li KopaeH dapma nicns 3aTBepakKeHHs)
M6X, HimeuunHa,;
Bunpo6HuK,
BiANOBIAaIbHNI 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1, BUMYyCK
cepii:
AcTpa3eHeka OK
NimiTea, Benuka
BputaHis
119. | KAWUTAHY eKCTpaKT pigkuii MAT YkpaiHa MAT "Fanunucpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | - UA/12516/01/01
KIHCbKOro (cybcTaHuis) B 604Kax "Tannudapm" My - 3MiHM 3 iKocTi. A®Il. Cuctema
nnoais noniMepHux ans KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
EKCTPAKT BMPOGHULITBA 6e3nocepeHiii ynakosLi A®I (iHLi 3MiHWM)
PIAKNIA HECTepPU/IbHNX - BHECEHHSA 3MiH 0 MaTepiasliB peecTpauiiiHoro AoCbe, 3

nikapcbknx hopm

Bi4NOBiAHMMM 3MiHaMKM [0 p. «Ynakoka» MKA N13, a
came YTOYHEHHS onucy ynakosku (6e3 3a3HaveHHs
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHKPETHOI KifIbKOCTi cy6CcTaHLii y 604kax noniMepHux);
3anponoHoBaHo: B 604kax nonimepHux. Ha 60uky
Hak/1ewTb eTUKETKY
120. | KBAAEBIT® TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux MmaTepiasis: 3MiHu | 6e3 UA/8633/01/01
NNiBKOBOK 060/I0HKOHO, "KNIBCbKWI BITAMIHHWA TUNY - NOAAHHA HOBOrO cepTudikaTa BifgnoBigHOCTI peuyenma
no 10 TabneTok y BITAMIHHWIA 3ABO" €sponevicbkin thapmakonei Ne R1-CEP 2013-010-Rev
6nicTepi, no 3 6nictepn 3ABOL" 00 gns pitoyoi pevoBuHu Riboflavin Big Bxe
B nauyj; no 15 TabneTok 3aTBepxeHoro Bupo6Hnka HUBEI GUANGJI
y 6nicTepi, no 4 abo no PHARMACEUTICAL CO., LTD., China. B pamkax
6 6nicTepiB y navui 3a8B/1EHOI 3MiHM Bigbynach 3miHa B p. «Cknag» MKA /13
B Ha3Bi BUpobHUKa A®| — npuBeaeHO Y BIAMNOBIAHICTb A0
CEP (3anponoHosaHo: Hubei Guangji Pharmaceutical
Co., Ltd., China)
121. | KBAHIN PO34MH A1 OPa/IbHOMO TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/13628/01/0
3acTocyBaHHs, 100 mr/1 "rnendapm PAPM" TUMY - 3MiHW y MeToAax BunpobysaHb TecT "KinbkicHe peyenmom
M no 30 mn a6o 100 mn nTaor BM3HAYEHHS LUMTMKONIHY" y 3B A3KY 3 ONTUMI3aLlieto
y thnakoHi; no 1 MeToAVKM (YTOYHEHHSI B pPO3paxyHKOBIl chopmyii LLoao
chnakoHy pa3om 3 NPUroTyBaHHSA BUNPO6YBaHOro po3uynHy, Ta NepepaxyHok
MipPH/M CTaKaH4MKOM B 3 BpaxyBaHHSIM IYCTUHU, & TakoX YTOUHEHHS (iNbTPIB,
KapTOHHI ynakoBLi LLLO BUKOPWUCTOBYHOTLCS Mif, YaC NPUroTYBaHHA PO3UMHIB;
3MiHM | TUNy - 3MiHK NapameTpiB cneuudikawii Tect
"CynpoBigHi gomilkn"- 3MiHn RRT gomiwku 3 1,3 Ha
1,4.; 3MiHK | TMNY - 3MiHKM Y MeToZax BUNPO6yBaHb TeCT
"CynpoBigHi AOMILLKM" Y 3B A3Ky 3 ONTUMI3aLier0
METOAVKN A58 OCTOBEPHOrO BU3HAYEHHS MIKIB KOXHOI
[OMILLKM, @ came: NOKPaLLEHHS PO3AiNeHHs,
iAeHTUdiKkauil KOXHOT AOMILLKKW; 3MiHW | TURY - Nnepeknag
MK$ 3 pociiicbkoi MOBM Ha YKpaiHCbKY
122. | KBEPTUH TabneTku XysasibHi No My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/0119/02/01
40 wr, no 10 TabneTok y akuioHepHe akuioHepHe MYy - 3MiHW WoAo 6e3nekn/edpekTMBHOCTI Ta peuyenma
6nicTepi; no 3 6nictepu TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
B nayu; no 90 Tabnetok "HaykoBo- "HaykoBo- po3ainy «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
y KOHTeiHepax; no 90 BMPOGHNYMI BUPOOHWUMIA LLEHTP MapkyBaHHS. BignoBigHo [0 3aTBepakeHoro TekcTy
TabneTok y KOHTelHepi; LieHTp "BopLyariBCcbKuii MapKyBaHHS. TaKkoX OHOB/IEHHSA TEKCTY MapKyBaHHSA
no 1 koHTeliHepy B nadyi | “"BopLuariscbk Ximiko- YNakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHchopmalii
Wi Ximiko- hapMaueBTUYHWI LLIOA0 3a3HAYEHHsT OAVMHULL BUMIPIOBaHHSA y cuctemi Sl.
hapmaueBTny 3aBog" BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
HWiA 3aBog" 3aTBEPKEHHA
123. | KETOHAN® cynosuTopii no 100 wmr; CaHpos CnoBeHis Nexk CnoseHis/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/8325/06/01
no 6 cynosutopiis y dapmacbioTika dPapmaLeBTUYHa PymyHis/ TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
CTpuni; No 2 cTpunu B ns3 a.a. KomnaHia g.4., TypeyunHa thapmakoHarnagy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY

KapTOHHI KopooLi

CnoBeHis (BMNycK
cepii); C.K. CaHgo3
C.P.J1., PymyHis
(kOHTpO/Ib/BUNPOGYB

MapKyBaHHS YNakoBK/ NikapCcbKOro 3acoby 3 BHECEHHSM
iHbopmauii WwoA0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y
cucTeMi Sl. BHeceHHs 3MiH A0 po3ainy “MapkyBaHHS"
MK$A /13; 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
aHHA cepii); Cangos 3aTBEPKEHVIM TEKCTOM MapKyBaHHSA. TepMiH BBELEHHS
Inak CaHaii Be 3MiH NPOTAroM 6 MiCALiB Nicna 3aTBepAKEeHHs
Tikapet A.C.,
TypeuunHa
(BUPOBHMLTBO in
bulk, nakyBaHHs)
124. | KETOTU®EH | Tabnetks no 0,001 r no MpuBaTtHe YkpaiHa MpvBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/3317/01/01
10 Tabnetok y 6nictepi, akuioHepHe akuioHepHe TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 1 a6o 3 6nictepu y TOBapUCTBO TOBapUCTBO thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
nauuj 3 KapToHy "lekxim- "Jlekxim-Xapkis" MapKyBaHHS! yMakoBKU JTiKapCbKOro 3acoby 3 BHECEHHAM
Xapkis" iHbopmaLii Woa0 3a3HaYeHHS OAUHWLL BUMIPIOBAHHS Y
cucTeMmi Sl. BHeCEeHHS 3MiH 40 po3giny MKA.
MponoHoBaHa pepakuis: MAPKYBAHHSA. BignosigHo o
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEEHHS
3MiH NpoTArom 3 MicsLIB MiC/sA 3aTBEPLKEHHS
125. | KETOTU®PEH | Tabnetks no 0,001, in MpuBaTHe YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | - UA/0207/01/01
bulk: no 3000 TabneTok akuioHepHe akuioHepHe MYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
Y KOHTelHepax TOBapuCTBO TOBapuCTBO thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
"J1ekxim- "Jlekxim-Xapki" MapKyBaHHS! yNakoBKU JTiKapCbKOro 3acoby 3 BHECEHHSAM
Xapkis" iHbopMmawLii WoA0 3a3HaYeHHS OAUHMLL BUMIPIOBAHHS Y
cuctemi Sl. OHOBEHHS BXe 3aTBEPLKEHOTO TEKCTY
MapkyBaHHs Mo 3000 Tab/1eToK y KOHTeliHepax
(BHECEHHS NO3HAYeHb OAMHULL BUMIPIOBAHHS, 3
BUKOPUCTAHHSAIM J1iTep NaTUHCLKOTO andasiTy) Ta
BHECEeHHSA 3MiH 0 po3giny MKA. MNponoHoBaHa
pepaxuis: MAPKYBAHHA BignosigHo Ao
3aTBEPKEHOr0 TEKCTY MapkyBaHHs. BignosigHo Ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, WO A0AAETLCA.
TepMiH BBEAEHHS 3MiH NpoTAroM 3 micAuiB nicns
3aTBEPKEHHS
126. | KNIOBENT® Kpem, 0,5 mr/r,no 251y TOB "Bayw YkpaiHa dapmsasog, €nbha Monbwa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianiB: TEXHIYHA 3a UA/3512/01/01
Ty6i; no 1 Ty6i B Xenc" AT. nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
KapTOHHI KOpOOL; BUNPAB/IEHO TEXHIYHY MOMUJIKY Y TEKCTi MapKyBaHHS
yNakoBKW NiKapCbKOro 3acoby: 3anponoHOBaHO:
BTOpUHHA ynakoska 2. KIJIbKICTb /K040l PEHOBUHMN
Cknag; 11 (g) Kpemy MiCTUTb knobeTasony nponioHaty
0,5 mr (mg). nepeuHHa ynakoska 2. KI/IbKICTb AIKO4OTl
PEYOBUWHW Cknag;: 1 r (g) Kpemy MicTUTb kiobeTtasony
nponioHaty 0,5 mr (mg). 3a3HaueHe BUMPaBEHHS
BignoBigae marepiasiaMm peecTpauiiiHoro 10Cbe
127. | KONQPEKC NOpPOLUOK AN nakcoCmitKn Benvka CMmITKNsiliH Biuem Icnanis BHECEHHS 3MiH 40 peecTpaujiitHux maTepiasis: 3MiHu | 6e3 UA/2560/01/01
XOTPEM 3I 0pa/IbHOr0 PO34MHY; N0 ANRH BputaHis C.A. TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTa BifgnoBigHOCTI peyenma
CMAKOM 5 I NOPOLLKY Y NaKeTuky; KoHcbomep €sponelicbkiin hapmakonei Ne R1 CEP-2000-124 Rev
NMNMOHY no 5 abo 10 naketukiBy | Xenckep (tOK) 08 gna pjroyoi pevosuHn Paracetamol Big BXxe
KapTOHHI KopooLi TpeWgiHr 3aTBepmxeHoro BupobHuka Angiu Lu'an Pharmaceutical
NimiTen Co., Ltd; 3miH¥ | TMNY - NogaHHA OHOBJIEHOTO

cepTudikaTa BignoBigHOCTI E€Bponeiickkiii hapmakonel
Ne R1-CEP 1998-047-Rev 05 ans Aito4oi pe4yoBUHM
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Paracetamol Big BXxe 3aTBepXeHOro BUpobHMKa
GRANULES INDIA LIMITED, 3 BignoBigH1uMu 3miHamMu B
cneuudikaLii Ta MeTogax KoHTposto A®L; 3miHu | Tuny -
noAaHHs OHOB/IEHOTO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hbapmakonei Ne R1-CEP 1998-047-Rev
06 ans pjtovoi pevosrHn Paracetamol Big BXxe
3aTBepmxeHoro BupobHnka GRANULES INDIA
LIMITED, ik Hacnigok 3miHa agpecu BUPOGHMKa
(3anponoHoBaHo: H.N0.6-5 & 6-11, Temple Road
Gummadidala Mandal, Sangareddy District India-502313
Bonthapally Village, Telangana); 3miHu | Tuny - nogaHHs
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichbkil
hapmakonei Ne R1 CEP-2000-124 Rev 05 gns gjto4oi
peuyoBnHM Paracetamol Bif, BXe 3aTBEpAKEHOro
BMpo6HUKa Angiu Lu'an Pharmaceutical Co., Ltd; 3miHu |
TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTa BifgnoBigHOCTI
€sponelicbkiint hapmakonei Ne R1 CEP-2000-124 Rev
06 ans pjtovoi pevosrHn Paracetamol Big BXxe
3aTBepmAxeHoro BupobHuka Angiu Lu'an Pharmaceutical
Co., Ltd; 3miH¥ | TMNY - NogaHHA OHOBJIEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickkiii hapmakonel
Ne R1 CEP-2000-124 Rev 07 ons Aito4oi peyoBuHN
Paracetamol Bif BXxe 3aTBepxeHoro BUpobHunka Angiu
Lu‘an Pharmaceutical Co., Ltd
128. | KONMICTUH MOPOLLIOK A1 PO3UMHY AngoreH IMKo | Jltokcembypr Kcennia [Nanis/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/15525/01/01
ANBOTEH Ons iH'ekuUili abo iHdy3iit C.ap.n dapmacbioTikanc YropwmHa TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 1 000 000 MO, 1 a6o AnC, [laHis (noBHUIA thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
10 dpnakoHiB 3 LUKN BUPOBGHNLTBA); MapKyBaHHS! yMakoBKU JTiKapCbKOro 3acoby 3 BHECEHHAM
NMOPOLLKOM B KApTOHHIlA Kcennia iHbopmaLii Woa0 3a3HaYeHHS OAUHMLbL BUMIPIOBAHHS Y
navu,i dapmacbloTikanc cucTemi Sl. BHeceHHs 3MiH A0 po3ainy “MapkyBaHHS"
nta, YropuwmHa MK$ /13"; 3anponoHoBaHo: MapkyBaHHs. 3rigHo 3
(TecTyBaHHs) 3aTBEPMAKEHNM TEKCTOM MapKyBaHHS. TepMiH BBELEHHS
3MiH NPOTAroM 6 MICALIB MiCNSA 3aTBEPLKEHHS
129. | KONICTUH NOPOLLOK A/19 PO3UYUNHY AngoreH IMKo | Jltokcembypr Kcennia Oanis/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/15525/01/02
ANBOTEH Ons iH'ekuUili abo iHdy3iit C.ap.n dapmacbioTikanc YropwmHa TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 2 000 000 MO, 1 a6o AnC, [laHis (noBHUIA thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
10 chnakoHiB 3 LMK BUPOBHULITBA); MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
NMOPOLLKOM B KApTOHHIlA Kcennia iHbopMmawLii WoA0 3a3HaYeHHS OAUHMLL BUMIPIOBAHHS Y
nauu,i dapmachbloTikanc cucTeMi Sl. BHeceHHs 3MiH A0 po3ainy “MapkyBaHHS"
nta, YropuwmHa MK$A N13”: 3anponoHoBaHo: MapkyBaHHs. 3rigHo 3
(TecTyBaHHs) 3aTBEPAKEHVIM TEKCTOM MapKyBaHHS. TepMiH BBELEHHS
3MiH NPOTAroM 6 MICALIB MiCNA 3aTBEPKEHHS
130. | KPECTOP TabneTku, BKPUTI AcTpa3eHeka Benvka BMPOGHMK CuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3772/01/01
NAiBKOBOK 000I0HKOIO, HOK Nimiten BputaHis nikapcbKoro 3acoby Benuvka TUNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 10 wr; no 14 «in bulk»: BpuTaHis Ta/abo agpecu 3asiBHUKA (BNacHMKa peectpauiiHoro
TabneTtok y bnicrepi; no AIMIEp noceigyeHHs). 3miHa agpecu 3asBHMKa Actpa3eHeka
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
2 6nicTepy B KAPTOHHIN dapmacbroTrKanc HOK Nimiten, Benuka BputaHis. BBegeHHs 3MiH
Kopoobui IHK., CLUA; NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
BUPOBHMK,
BignoBigasbHWi 3a
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:
AcTpa3eHeka OK
NimiTen, Benuka
BpuTaHis
131. | KPECTOP TabneTku, BKPUTI AcTpa3eHeka Benvka BUPOBHUK cuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/3772/01/02
NAiBKOBOK 060/I0HKOHO, HOK Nimiten BputaHis nikapcbKoro 3acoby Benuvka My - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 20 wr; no 14 «in bulk»: BpuTaHis Ta/abo agpecy 3asiBHMKa (B/lacHMKa peecTpaviiiHoro
Tabnetok y 6nictepi; no AINIEp noceigueHHs). 3MiHa agpecu 3asBHUKa AcTpa3eHeka
2 6nicTepy B KAPTOHHIN PapmacboTUKanc HOK Nimiten, Benuka BputaHis. BeegeHHs 3MiH
Kopoo6Li IHK., CLUA; NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
BUPOBHUK,
BiANOBigaIbHNI 3a
nakyBaHHS,
KOHTPONb Ta BUMYCK
cepii:
AcTtpa3eHeka tOK
NimiTen, Benuka
BpuTtaHis
132. | KPECTOP TabneTku, BKPUTI AcTpa3eHeka Benvka BMPOGHMK CLlA/ BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasis: 3MiHu | 3a UA/3772/01/03
NNiBKOBOK 060/1I0HKOHO, HOK Nimiten BpuTaHis nikapcbKoro 3acoby Benvka TMNYy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
no 40 mr; no 7 TabneTok «in bulk»: BpuTaHis Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
y 6nicTepi; no 4 ANIEp noceigyeHHs). 3MiHa agpecu 3asBHVKa AcTpa3eHeka
6nicTepn B KAPTOHHIA $apmacboTukanc HOK Nimiten, Benuka BputaHisi. BBeeHHA 3MiH
Kopoo6Li IHK., CLUA, NPOTAroM 6-TW MIiCALIB MiC/A 3aTBEPAKEHHS.
BVPOGHWK,
BiAnoBigabHUi 3a
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:
AcTtpa3eHeka tOK
Nimiten, Benvka
BpuTaHis
133. | KPECTOP TabneTkn, BKPUTI AcTpa3eHeka Benvka BUPOBHUK CLlA/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHu | 3a UA/3772/01/04
NAiBKOBOK 000I0HKOHO, IOK NimiTen BpuTaHis nikapcbKoro 3acoby Benuvka TMNy - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyernmom
no 5 mr; no 14 tabnetok «in bulk»: BpuTaHis Ta/abo agpecy 3asiBHMKA (B/lacHMKA peecTpaviliHoro
y 6aicTepi; no 2 AMIEp noceigyeHHs). 3mMiHa agpecu 3asiBHMKa AcTpa3eHeka
6nicTepy B KApTOHHIA $apmacbloTukanc IOK Nimiten, Benuka BputaHisi. BBeeHHA 3MiH
Kopoo6Li IHK., CLUA, NPOTAroM 6-T1 MIiCALIB MIiC/A 3aTBEPKEHHS.
BUPOGHMK,
BiANoBigabHUI 3a
nakyBaHHs,

KOHTPOJ1b Ta BUNYCK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

cepii:
AcTpa3eHeka OK
NimiTen, Benuka
BpuTaHis

134.

KPOMO®AP
M®

cnpeii HazanbHUiA 2 %
no 15 mn y cpnakoHi,
3abe3neyeHomy
HacocoM-£103aTopoMm 3
po3nuoBayem; no 1
dhnakoHy B navi 3
KapToHy

AT "®dapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
My - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
nocBeiayeHHs). 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHVKa (BNacHvKa peecTpauiiHoro NocBigYeHHs).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHSA. 3MiHU | TUNY - AAMIHICTPATUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
rOTOBOrO liKapCbKOro 3acoby, BKIKYaUn AiNbHULL
BUMYCKy cepii abo micLe NpoBefeHHSI KOHTPOJIHO SKOCTI.
(misnbHIiCTb, 3a AKy BignoBigae BUpo6GHMK/iMnopTep,
BK/IO4Al0UM BUMYCK cepiid). 3MiHa HaliMeHyBaHHS Ta
afpecy BUPO6HMKa, 6e3 3MiHM MicLs BUPOOHULTBA.
3MiHU BHECEHI B iIHCTPYKLi0 4518 MEeANYHOro
3acTocyBaHHsA J13 y p. "BUPO6HUK", "Micue3Haxo4KeHHs
BMPOGHMKA Ta 1i0ro agpeca Micus npoBakKeHHs
LisiNbHOCTI" 3 BigNOBIAHMMM 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBOK. BBeeHHs 3MiH NpoTarom 6-Tv
MicAUIB MiCnsA 3aTBepAKEHHSA. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK). BHeCeHHs 3MiH [0 po3ainy «MapkyBaHHs» MKA
N3. 3arBeppxeHo: MAPKYBAHHSA Bignosigae
HafaHOMy TeKCTY MapKyBaHHS. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
MapkyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby 3 BHECEHHSAM iHchopmalii woao
3a3HaYeHHs OAUHNLL BUMIpIOBaHHSA Y cucTemi Sl
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.

6e3
peuyenma

UA/0885/02/01

135.

KYN/TATOH

Kpanni opaneHi (300
mr/m) no 30 may
donakoHi; no 1 dpnakony
Y KapTOHHIli kopobLi

OpioH
KopnopeiiwH

PiHNAHAIA

OpioH KopriopeliLuH,
PiHNAHgIS;
anbTepHaTUBHWIA
BUPOBHUK, LLLO
3[iACHIOE KOHTPO/b
AKOCTI (TiNbkn
KinbkicHuii BMicT Ta
laeHTudikauis):
KBiHTa - AHaniTika
c.p.0., Yecbka
Pecny6nika

diHnaHpis/
Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
po3giny MKA: TPAOVYECKOE OPOPM/IEHVE
YNAKOBKW. MNponoHoBaHa pegakuis: Po3gin
«MAPKYBAHHS» rifHO 3aTBEpXEHOro TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM iHghopmauii Wwoao
3a3HavyeHHsA OAVMHULb BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPKEHHS

6e3
peuyenma

UA/7479/01/01

136.

NADAKCUH®
XR

TabneTku
NPOJIOHroBaHoi Aji no 75
Mmr; no 14 TabneTok y

[Jekcenb
Papma
TexHoNoaAXn3

I13painb

[Oekcenb N14,.

I3painL

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
T™Mny - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6.
KOHTPO/1b FOTOBOIO NiKaPCbKOro 3acoby. 3miHa

3a
peyenmom

UA/13444/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepi 3 kKanleHAapHO nra. napameTpiB cneuudikauii Ta/abo JONYyCTUMMX MEX
LuKasoto; no 2 6nictepu roTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW) - 3MiHW B
Y KapTOHHi Kopobuj cneumddikauii MKA 13 3a nokasHnkoMm «lgeHTundikadlis»
BHAC/iJOK NPUBELEHHS Y BiANOBIAHICTb A0 AOKyMeHTauil
hipMn BUPOBHKMKA; 3MiHW | TUMY - 3MiHW 3 SIKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposib rOTOBOrO
nNikapcbKoro 3aco6y (iHLWi 3MiHN) - OHOB/IEHHS BXe
3aTBEPAKEHNX METOZAIB KOHTPOJO SKOCTi NiKapCbKoro
3acoby, a caMe BUKNAAEHHA TEKCTY AepXaBHOK MOBOIO
3riJHO Cy4YacHUX BUMOT
137. | NA®AKCUH® | TabneTkn [ekcenb I3painb [Lekcenb NT4. I3painb BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/13444/01/02
XR NPOMOHIOBaHOI Aji No dapma TMMY - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3acib. peyenmom
150 wr; no 14 TabneTtok TexHonoaxun3 KOHTposb roToBoro fikapcbkoro 3acoby. 3miHa
y 6nicTepi 3 nra. napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
Kau1IeHAapHOI0 LLIKasI0H0; rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHK) - 3MiHU B
no 2 6nictepu y cneuudikauii MK 13 3a nokasHnkoMm «lgeHTundikauis»
KapTOHHIA KOopooLi BHACNILOK NPMBELEHHSA Y BiANOBIAHICTb [0 AOKYMEHTaUT
hipMun BUPOGHWMKa; 3MiHU | TUMY - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby (iHLi 3MiHW) - OHOB/EHHS BXe
3aTBEPLKEHNX METOZIB KOHTPOJIIO AKOCTI /TiKapCbKOro
3aco0y, a came BUKIa[EeHHA TEKCTY AepXXaBHOK MOBOIO
3rifiHO cy4acHUX BUMOT
138. | NEBILUTAM pPO3unH opasibHUiA, 100 TOB "ACIHO YkpaiHa Bnyctapma- MopTyranis BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/11396/02/01
mr/mn no 300 mny YKPAIHA" IHaycTpia TUNY - 3MiHW BHECEHO [0 IHCTPYKUIT 415 MeAnYHOro peyenmom
donakoHi; no 1 dpnakoHy dapmacbloTika, 3acToCyBaHHSA NikapcbKoro 3acoby y po3ginu:
Y KOMNEKTi 3 MipHUM C.A., NMopTtyranis "Oco6nvBocTi 3acTocyBaHHs", "MMo6IuHI peakuii” 3rigHo 3
LUNPULIOM Y KapTOHHIi (anani3 Ta BMNyck iHhopmauieto WwoA0 MeguyHOro 3acTocyBaHHs
ynakoBLi cepiil); pediepeHTHOro fikapcbkoro 3acoby (KEMMPA®, po3unH
dapmanabop- opasibHuii, 100 mr/mn). BBeAeHHs 3MiH NpOTAromM 6-Tu
MpoayTtoc MicsILiB MicNs 3aTBePOYKEHHS
$apmacbloTikoc,
C.A., NMopTtyranis
(BpOGHMLTBO,
ynakoBKa)
139. | NEBO®JIOKC | po3suuH gns iHdysii, no MicTpan AHrnisA IHdpoPNaiigh CA LLIBeliyapis BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | 3a UA/18360/01/01
AUWH-BICTA | 5 mr/mn; no 100 mn B Kenitan TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
KOHTelHepi B 3axMCHOMY | MeHemKMeHT Cuctema KoHTelHep/3akynopoBasibHKiA 3aci6. 3miHa
nakeTi; No 1 KOHTeHepy Nimiteq PO3Mipy ynakoBK/ roTOBOTrO /ikapCbKoro 3acoby (iHLwi

B 3aXMCHOMY MakeTi, No
1 KOHTelHepy B
3axV1CHOMY NakeTi B
KapTOHHI kopobui abo
no 24 KoHTeliHepu B
3axV1CHOMY NakeTi B
KapTOHHIA Kopoo6Li

3MiHK) - BBeleHHA [oAaTKoBMX ynakoBok (o 1
KOHTelHepy B 3aXMCHOMY NakeTi; Mo 24 KoHTeliHepu B
3aXMCHOMY NakeTi B KAPTOHHI kopobui), 6e3 3MiH
NMepBYHHOIO NakyBaslbHOTrO Martepiany Ta 3
BiANOBIAHMMM 3MiHaMK [0 p. "YnakoBka". 3aTBepKeHO:
p. YnakoBka. Mo 100 M/ B KOHTEHEepi B 3aXVICHOMY
nakerti; No 1 nakeTy B KAPTOHHIlA KOPOOLi.
3anponoHoBaHo: p. YnakoBka. Mo 100 mMn B KOHTEHepI
B 3aXMCHOMY NakeTi; 10 1 KOHTeliHepy B 3aX1CHOMY
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakeTi; o 1 KoHTeliHepy B 3aXMCHOMY NakeTi B
KapTOHHI Kopo6Li abo no 24 KOHTeHepK B 3aXUCHOMY
nakeTi B KAPTOHHIli KOPOGLLi. 3MiHW BHECEHI B iIHCTPYKLtO
ONs MeAnyHOro 3acTocyBaHHA J13 y p. "Ynakoska" 3
Bi4NOBIAHMMMN 3MiHAMMW B TEKCTI MapKyBaHHS YNakoBOK.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUIB nicns
3aTBEPMAKEHHS.
140. | NEHANIAOMI | kancynu TBepgi no 2,5 MicTpan AHrnis OinbHUUSA, WO IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHMX MaTepianis: 3MiHU 3a UA/17466/01/01
A-BICTA Mr; Mo 7 Kancyny Kenitan Bignosigae 3a YUnni/ BHECEHI B iHCTPYKL,i0 4151 MeAUYHOro 3actocyBaHHs 13 peyenmom
6nicTepi, no 3 6nictepn MeHepKMeHT nakyBaHHs, Manbs y p. "YnakoBka". BBef€eHHs 3MiH MPOTAroM 6-Tu MicsLiB
B KapTOHHI kopobLyi NimiTen KOHTPO/1b SIKOCTI, nicns 3aTBEPKEHHS.
BMNYycK cepii: CiHTOH
Xicnais, C.J1.,
IcnaHis; ainbHUUA,
LLI0 BignoBigae 3a
BMPOBHULITBO,
nakyBaHHs1,
KOHTPO/1b SKOCTI:
CiHTOH Yuni NTaa.,
Yuni; ginbHuUA, Wo
Bignosigae 3a
KOHTPO/b AKOCTI:
dapmagokc
Xenckea N114,,
ManbTa
141. | NEHANIAOMI | kancynu TBepgi no 7,5 MicTpan AHrnis OinbHULS, WO IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHK 3a UA/17466/01/03
A-BICTA Mr; Mo 7 Kancyny Kenitan Bignosigae 3a YUnni/ BHECEHIi B iHCTPYKL,i0 4151 MeAUYHOro 3acTocyBaHHs 13 peyenmom
6nictepi, no 3 6nictepn MeHeKMeHT nakyBaHHs, Manbs y p. "YnakoBka". BBeieHHs 3MiH NPOTArom 6-Tn MicsLiB
B KapTOHHIi kopobLyi NimiTen KOHTPO/Ib SIKOCTI, nicns 3aTBEPKEHHS.
BUnyckK cepii: CiHTOH
Xicnanis, C.J1.,
IcnaHis; ainbHULA,
LLIO BignoBigae 3a
BMPOGHULITBO,
nakyBaHHs,
KOHTPO/1b SKOCTI:
CiHTOH Yuni NTga.,
Yuni; ainbHWUA, Wo
Bignosigae 3a
KOHTPO/b SKOCTI:
dapmagokc
Xenckea N114,,
ManibTa
142. | NEHANIAOMI | kancynu TBepgi no 10 Mictpan AHrnis AinbHUUA, Wo Icnanis/ BHECEHHS 3MiH 10 peECTpaLiiiHuX MaTepianis: 3MiHM 3a UA/17466/01/04
A-BICTA Mr; o 3 Kkancynmy Kenitan BignoBsigae 3a Unni/ BHECEHIi B iHCTPYKL,il0 4151 MeAUYHOro 3actocyBaHHs 13 peyenmom
6nicTepi, no 7 6nictepis MeHeXMeHT nakyBaHHs, Manbs y p. "YnakoBka". BBeleHHs1 3MiH NPOTArom 6-Tn MicsLiB
Y KapTOHHIli kopobLyi NimiTen KOHTPO/Ib SIKOCTI, nicns 3aTBEPAKEHHS.

Bunyck cepii: CiHTOH
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Xicnanis, C.J1.,
IcnaHis; ginbHULA,
LL{0 BignoBsijae 3a

BMPOBHULITBO,

nakyBaHHs,
KOHTPO/1b SAKOCTI:
CiHTOH Yuni NlTaa.,
Yuni; ginbHWUA, Wo

Bignosigae 3a
KOHTPO/b SKOCTI:

dapmagokc

Xenckea N114,,

ManbTa

143.

NEHANILOMI
[-BICTA

Kancynu Teepai no 15
Mr; o 3 Kancynmy
6nicTepi, no 7 6nictepis
Y KapTOHHIli kopobLi

MicTpan
Kenitan
MeHepXmeHT
NimiTen

AHrnis

OinbHULSA, WO
Bignosigae 3a
nakyBaHHS,
KOHTPO/b SKOCTI,
BMNYycK cepii: CiHTOH
Xicnais, C.J1.,
IcnaHis; ainbHUUA,
LLIO BignoBiJae 3a
BMPOBHULITBO,
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
CiHTOH Yuni NlTaa.,
Yuni; ginbHuUA, Wo
Bignosigae 3a
KOHTPO/b SKOCTI:
dapmagokc
Xenckea N114,,
ManbTa

IcnaHis/
Unni/
Mauibs

BHECEHHS 3MiH [10 peecTpaLjiiiHMX MmaTepianis: 3MiHK
BHECEHI B iIHCTPYKLitO A/18 MEANYHOro 3acTocyBaHHs /13
y p. "YnakoBka". BBefeHHs 3MiH MPOTAroM 6-Tu MicsLiB

nicns 3aTBepayKeHHs.

3a
peyenmom

UA/17466/01/05

144.

NEHANISOMI
[-BICTA

Kancynu Teepai no 20
Mr; Mo 3 Kancynm y
6nicTepi, no 7 6nictepis
Y KapTOHHIli kopobLyi

MicTpan
Kenitan
MeHeKmeHT
NimiTen

AHrnis

OinbHULS, WO
Bignosigae 3a
nakyBaHHS,
KOHTPO/b SKOCTI,
BUMyckK cepii: CiHTOH
Xicnanis, C.J1.,
IcnaHis; ainbHULA,
LLIO BignoBigae 3a
BMPOBHULITBO,
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
CiHTOH Yuni NTga.,
Yuni; ainbHWUA, Wo
Bignosigae 3a
KOHTPO/b SKOCTI:
dapmagokc
Xernckea /114,

IcnaHis/
Unni/
Mauibsa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHK
BHECEHI B iIHCTPYKLit0 4718 MEANYHOro 3acTocyBaHHs J13
y p. "YnakoBka". BBeieHHs 3MiH NPOTArom 6-Tn MicsLiB

nicns 3aTBepaKeHHs.

3a
peyenmom

UA/17466/01/06
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ManbTa
145. | NEHANIAOMI | kancynu TBepAi no 25 MicTpan AHrnis OinbHUUSA, WO IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHMX MaTepianiB: 3MiHK 3a UA/17466/01/07
A-BICTA Mmr; no 3 kancynu y Kenitan Bignosigae 3a YUnni/ BHECEHIi B iHCTPYKL,i0 4151 MeAUYHOro 3actocyBaHHs 13 peyenmom
6nicTepi, no 7 6nictepis MeHepKMeHT nakyBaHHs, Manbs y p. "YnakoBka". BBef€eHHs 3MiH MPOTAroM 6-Tu MicsLiB
Y KapTOHHIli kopobLi NimiTen KOHTPO/1b SIKOCTI, nicns 3aTBEPKEHHS.
BMNYycK cepii: CiHTOH
Xicnais, C.J1.,
IcnaHis; ainbHULA,
LLIO BignoBigae 3a
BMPOBHULITBO,
nakyBaHHs,
KOHTPO/1b SKOCTI:
CiHTOH Yuni NTaa.,
Yuni; ginbHuUA, Wo
Bignosigae 3a
KOHTPO/b AKOCTI:
dapmagokc
Xenckea N114,,
ManbTa
146. | NEHANIAOMI | kancynu TBepai no 5 wmr; MicTpan AHrnis OinbHULS, WO IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasis: 3MiHu | 3a UA/17466/01/02
A-BICTA no 3 kancynu y énictepi, Kenitan Bignosigae 3a Yuni/ TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3aci6. peyenmom
no 7 6nictepiB y MeHeKMeHT nakyBaHHs, ManbTta CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
KapTOHHIA Kopoo6Li NimiTen KOHTPO/Ib SIKOCTI, pO3Mipy ynakoBKM roTOBOrO Nikapcbkoro 3acoby (3miHa
BMNYCK cepil: KiNIbKOCTi oguHMUb (Hanpukiag Tabnetok, ammys TOLLO)
CiHTOH XicnaHis, B ynakoBL,ji) - 3MiHa y jana3oHi 3aTBepaKeHnX po3Mmipis
C.J., Icnanis; yNakoBKM - 3MiHa PO3Mipy YNakoBKu/ rOTOBOro
AinbHUUSA, Wo nikapcbKoro 3acoby y Aiana3oHi 3aTBEpAXEHNX PO3MIpiB
Bignosigae 3a ynakoBKM Ans A03yBaHHA 5 Mr; no 3 kancynu y 6nicTepi,
BMPOBHULITBO, no 7 6nicTepiB B KAPTOHHI KOpPO6Li 3 BiANOBIAHMMM
nakyBaHHs, 3MiHamMu 80 po3ainy “YnakoBka”, 6e3 3MiHM NepBUHHOTO
KOHTPO/1b AKOCTI: nakyBaslbHOro MaTepiany. TakoX 3MiHW BHECEHI B
CiHTOH Yuni NTaa., IHCTPYKLiO AN MeQuUYHOro 3actocyBaHHs /13y p.
Yuni; "YnakoBka". BBefeHHs 3MiH NPOTAroM 6-Tu micAuiB nicns
AiNbHNUA, Wo 3aTBEPAKEHHS.
Bignosigae 3a
KOHTPO/1b SKOCTI:
dapmagokc
Xenckea N114,,
MasibTa
147. | NEHANIAOMI | kancynu TBepgi no 2,5 MicTpan AHrniA CiHTOH XicnaHis, IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/17466/01/01
A-BICTA Mr, No 7 Kancyny Kenitan C.J1.,, IcnaHis Ynni/ MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
6nicTepi, no 3 6nictepn MeHemKMeHT (@inbHMUSA, Wo ManbTa hapmakoHarniagy (iHwi 3MiHK) - OHOBMEHHS TEKCTY
B KapPTOHHI kopobui Nimiten Bignosigae 3a MapKyBaHHS1 yNakoBKU JTiKapCbKoro 3acoby 3 BHECEHHSAM
nakyBaHHs, iHchopmawii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
KOHTPO/Tb SIKOCTI, cuctemi Sl. BBeieHHs 3MiH NpOTArom 6-Tu MicsiLiB micas
BUNYyCK cepii); 3aTBEpPKEHHSA
CiHTOH Yuni NiTpa.,
Yuni (ginbHMUSA, WO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BignoBsigae 3a
BMPOGHULITBO,
nakyBaHHs,
KOHTPO/b SKOCTI);
dapmagokc
Xenckea N114,,
ManbTa (ginbHuLA,
Lo sBignosigae 3a
KOHTPO/Ib SIKOCTI)

148.

NEHANIAOMI
[-BICTA

Kancynm Teepai no 5 mr;
no 7 kancyny énicrepi,
no 3 6nictepu B
KapTOHHIA KOopoo6Li

Mictpan
Kenitan
MeHeKMeHT
NimiTen

AHrnis

CiHTOH XicnaHis,
C.J1., IcnaHis
(ainbHUUSA, Wo
BignoBsigae 3a
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BWMYCK cepii);
CiHTOH Yuni NTaa.,
Yuni (AinbHMUS, WO
BignoBsigae 3a
BMPOOHULITBO,
nakyBaHHs1,
KOHTPO/b AKOCTI);
dapmagokc
Xenckea N114,,
ManbTa (ginbHuuA,
o sBignosigae 3a
KOHTPO/Ib SIKOCTI)

Icnanis/
YUnni/
ManbTa

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
iHbopmaLii WoA0 3a3HaYEHHS OAUHWLL BUMIPIOBAHHS Y
cuctemi Sl. BBeieHHA 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/17466/01/02

149.

NEHANIAOMI
[-BICTA

Kancynu Teepai no 7,5
Mr; NO 7 Kancyny
6nicTepi, no 3 6nictepn
B KapPTOHHI kopobuj

MicTpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnisa

CiHTOH XicnaHis,
C.J1., IcnaHis
(ainbHUUSA, Wo
Bignosigae 3a
naxyBaHHs,
KOHTPO/Ib SIKOCTI,
BUNYyCK cepii);
CiHTOH Yuni NTaa.,
Yuni (AinbHMUS, WO
Bignosigae 3a
BMPOBHULITBO,
nakyBaHHs,
KOHTPO/b AKOCTI);
dapmagokc
Xenckea N114,,
ManbTa (ginbHuuA,
o signosigae 3a
KOHTPO/Ib SIKOCTI)

IcnaHis/
Unni/
ManbTa

BHECEHHS 3MiH 0 peecTpaLliiiHux MmaTepiasis: 3MiHu |
TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
iHbopMmaLii WoA0 3a3HaYEHHS OAUHMLL BUMIPIOBAHHS Y
cucTemi Sl. BBeeHHS 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/17466/01/03

150.

NEHANISOMI
[-BICTA

Kancynu teepai no 10
Mr; no 3 kancynu y
6nicTepi, No 7 6nictepis

MicTpan
Kenitan
MeHegXMeHT

AHrnis

CiHTOH XicnaHis,
C.J1., IcnaHis
(AinbHMUSA, Wo

IcnaHis/
Unni/
MasibTa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarsgy (iHwWi 3MiHK) - OHOBNIEHHS TEKCTY

3a
peyenmom

UA/17466/01/04
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Y KapTOHHIli kopoobLi Nimiteq BiAgnoBigae 3a MapKyBaHHS! yNakoBKU JTIKapCbKOro 3ac0by 3 BHECEHHAM
nakyBaHHs, iHbopmaLii WwoA0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y
KOHTPO/1b SKOCTI, cuctemi Sl. BBeieHHs 3MiH NpoTArom 6-Tu MicauiB nicns
BWMYCK cepi); 3aTBEPIKEHHS
CiHTOH Yuni NTaa.,
Yuni (AinbHMUA, WO
BignoBsigae 3a
BMPOGHULITBO,
nakyBaHHs,
KOHTPO/b SKOCTI);
dapmagokc
Xenckea N114,,
ManbTa (ginbHuLA,
Lo signosigae 3a
KOHTPO/Ib SIKOCTI)
151. | NEHANIAOMI | kancynu TBepgi no 15 Mictpan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a UA/17466/01/05
AO-BICTA Mr; 1o 3 Kancynu y Kenitan C.J1., IcnaHis Ynni/ TMNYy - 3MiHW Woao0 6e3nekn/edpekTMBHOCTI Ta peyenmom
6nicTepi, no 7 6nictepis MeHeKMeHT (ainbHUUA, Wo MauibTa thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
Y KapTOHHIli kopobLi Niviten BiAgnosigae 3a MapKyBaHHS! yMakoBKU JTIKapCbKOro 3acoby 3 BHECEHHAM
nakyBaHHs, iHbopmaLii Woa0 3a3HaYeHHS OAUHMLbL BUMIPIOBAHHS Y
KOHTPO/1b SKOCTI, cuctemi Sl. BBeeHHA 3MiH NpoTArom 6-T1 MicaLiB nicns
BWMYCK cepii); 3aTBEPIKEHHS
CiHTOH Yuni NTaa.,
Yuni (AinbHMUS, WO
BignoBsigae 3a
BMPOOHULITBO,
nakyBaHHs1,
KOHTPO/b AKOCTI);
dapmagokc
Xenckea N114,,
ManbTa (ginbHuuA,
o sBignosigae 3a
KOHTPO/Ib SIKOCTI)
152. | NEHANIAOMI | kancynu TBepai no 20 MicTpan AHrniA CiHTOH XicnaHis, IcnaHis/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/17466/01/06
A-BICTA Mr; o 3 kancynu y Kenitan C.J1., IcnaHis YUnni/ TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
6nicTepi, no 7 6nictepis MeHeKMeHT (ainbHUUSA, Wo MasibTa thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
Y KapTOHHiIli kopobui Nimiten Bignosigae 3a MapKyBaHHS! yNakoBKU JTiKapCbKOro 3acoby 3 BHECEHHAM
nakyBaHHs, iHbopMmawLii WoA0 3a3HaYeHHS OAUHMLL BUMIPIOBAHHS Y

KOHTPO/Ib SIKOCTI,
BUNYyCK cepii);
CiHTOH Yuni NTaa.,
Yuni (AinbHMUS, WO
Bignosigae 3a
BMPOBHULITBO,
nakyBaHHs,
KOHTPO/b AKOCTI);
dapmagokc
Xernckea /114,

cucTemi Sl. BBeeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHSA
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ManbTa (ginbHuLA,
Lo sBignosigae 3a
KOHTPO/Ib SIKOCTI)
153. | NEHANIAOMI | kancynu TBepgi no 25 Mictpan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH 0 peecTpauiiiHux MmaTepiasis: 3MiHu | 3a UA/17466/01/07
AO-BICTA Mr; 1o 3 Kancynu y Kenitan C.J1., IcnaHis Ynni/ TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
6nicTepi, no 7 6nictepis MeHeKMeHT (ainbHUUA, Wo MauibTa thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
Y KapTOHHIli kopobLi Niviten BiAgnosigae 3a MapKyBaHHS! yMakoBKU JTiKapCbKOro 3acoby 3 BHECEHHAM
nakyBaHHs, iHbopmaLii WoA0 3a3HaYEHHS OAUHWLbL BUMIPIOBAHHS Y
KOHTPO/1b SKOCTI, cuctemi Sl. BBeeHHS 3MiH NpoTArom 6-T1 MicaLiB nicns
BWMYCK cepii); 3aTBEPIKEHHS
CiHTOH Yuni NTaa.,
Yuni (AinbHMUS, WO
BignoBsigae 3a
BMPOGHULITBO,
nakyBaHHs,
KOHTPO/b AKOCTI);
dapmagokc
Xenckea N114,,
ManbTa (ginbHuuA,
o sBignosigae 3a
KOHTPO/Ib SIKOCTI)
154. | NETEPO TabneTku, BKPUTI FETEPO IHais leTepo /1a63 IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/14176/01/01
NNiBKOBOK 060/1I0HKOHO, NAB3 Nimiteq TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 2,5 mr, no 10 NIMITEL, thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH 40
Tabnetok y 6nictepi; no po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
1 a6o no 3 6nictepn B Mapku1poBka B cOOTBETCTBUM C YTBEPXKAEHHLIM TEKCTOM
KOpOoO6Lii 3 KapTOHY MapKMpoBKu. OHOB/EHHSA TEKCTY MapKyBaHHS ynaKkoBKu
nikapcbkoro 3acoby 3 BHECEHHSIM iHchopMalii Lwoao
3a3HaYeHHs OAUHNLL BUMIPOBaHHSA Y cucTemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHSA
155. | NETPO30/1 TabneTku, BKPUTI KPKA, a.4., CnoseHis BifNOBigabHWIA 3a IHpis/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/14992/01/01
KPKA NNIBKOBOK 060/TI0HKOIO, HoBo mecTo BMPOBHMLTBO " in Monbwa/ TMny - 3MiHKn 3 akocTi. CepTudikaT BignosigHocTi/lE- peyenmom
no 2,5 mr; no 10 bulk”, nepBuHHY CnoseHis/ cepTudikaT BignoBigHOCTI EBponeichkiii
Tabnetok y 6nictepi; no YyNaKoBKy, BTOPUHHY HimeuunHa/ hapmakonei/moHorpadii. MogaHHA HoBoro abo
3, 6 abo 9 6nicTepiB y YyNaKoBKY: YropwmHa OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUTYUYEHHS
KapTOHHIA Kopoo6Li IHTac cepTudpikaTa BignosigHOCTI EBponeiickbkili hapmakonei:
dapmacbloThKan3 ana A®l; ans BuxigHoro

Nimitea, IHAjs;
BiANoBigabHMIA 3a
BTOPUHHY YNaKoBKy:
KPKA Monbwa Cn. 3

0.0., MonbLua;

MpecTnx
MNpomoyLieH
Bepkaydcdoepaep
YHr & Bepbecepsic

martepiany/peareHTy/NPOMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; A58 LONOMKHOI
peyoBMHM (cepTuUdikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuin cepTudikat Big HOBOrO
BMPOGHMKA (3aMiHa ab0 AONOBHEHHS) - BBEAEHHS
HOBOro BMpo6Huka A®I Letrozole HETERO LABS
LIMITED, India, B ikoro HasiBHui1 cepTucpikat
BignoBigHOCTI EBponeiickbkili hapmakonei CEP R1-CEP
2012-145-Rev 01 (B ONOBHEHHA [0 BXE
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
M6X, HimeyunHa; 3aTBepmxeHoro BupobHuka A®l Natco Pharma Limited,
KPKA, a.4., Hoso IHais CEP 2007-150); 3MiHu | TUny - 3MiHK 3 SIKOCTI.
mecTo, CrnoBeHis; [oTOBWIA NiKapCbKMIA 3aci6. 3MiHM Y BUPOGHULITBI. 3MiHa
TAL dapma M'M6X, iMnopTepa/3aMiHK, L0 CTOCYIOTLCS BUNYCKY cepii Ta
HimeuuunHa; KOHTPOJO SIKOCTi rOTOBOrO Jlikapcbkoro 3acoby (3amiHa
BiNOBIgabHWIA 3a abo fofaBaHHA AiNbHULI, Ha SKI 34iIMCHIOETLCS
KOHTPO/b cepii: KOHTPO/b/BMNPOGYBaHHSA cepii) - A0AaBaHHSA AiMbHULI
ans ismko- N3 ®APMABAIA N14. Mikpobionoaxikan SlabopaTopi,
XiMiYHOTO YropLumHa BignoBifanbHoi 3a KOHTPO/Ib cepii Ans
TeCTYBaHHS: MiKpOG6I0I0riYHOro TECTYBAHHS Ta YTOYHEHHS (PYHKLii
BeccniHr YroplwmHa BMpo6HuKa 13 BeccniHr YropwwuHa KdT., YropwmHa,
KcpT., YroplumHa; BiANOBIA&/ILHOrO 3a KOHTPO/Ib Cepil; 3MiHW | TUNy - 3MiHK
ans 3 aKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
MiKpo6ionoriyHoro BMNpo6yBaHb/nepiody 36epiraHHA abo yMOB 36epiraHHs
TeCTyBaHHS: A®d| (3a BiACYTHOCTI y 3aTBEPLKEHOMY [OCLE
SAPMABANIA NTa. cepTudpikaTa BignoBigHOCTI EBponeiickkii hapmakoner,
Mikpobionomxikan LLIO BK/tOYAE nepios NOBTOPHOro BUNPo6yBaHHs) (nepios
Na6opaTopi, NOBTOPHOrO BUNPOoByBaHHA/Nepios 36epiraHHs) -
YropLumHa; 36inbLeHHs abo BBeAEHHS Nepiody NOBTOPHOrO
BiANoBigabHUIA 3a BMNpo6yBaHHsA/Nepioay 36epiraHHA Ha OCHOBI
[03BiNT HAa BUMYCK pe3ynbTaTiB AOC/ILKEHb Y PeasibHOMY Yaci - BBEeHHs
cepii: nepiofy NOBTOPHUX BMMPOGOBYBaHb - 60 MicAUIB AN
KPKA, a.4., Hoso A®I netpo3on supobHuka HETERO LABS LIMITED,
mecTo, CroBeHis; India. BBEEHHS 3MiH NPOTArom 6-T1 MicALIB nicns
TAL dapma M'v6X, 3aTBEPKEHHA
Himeuunna
156. | NE®NOTAB TabneTkn BKpUTI Mepak HimeuunHa Megak lesenbliadT HimeuyunHa BHECEHHS 3MiH 4O PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/12013/01/01
060/10HKOI0, Mo 10 Mr no lesenbadT dhrop KniHiwe MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
30 Tabnetok y dotop KAiHiwe Lneuiansbnpenapar hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
KOHTeliHepi; no 1 LWneujanbnpe e M6X, HimeyunHa MapKyBaHHS! yNakoBKW /TIKapCbKOro 3ac00y 3 BHECEHHAM
KOHTeliHepy B maui napate M6X (BMPOGHUK, LIO iHchopmawii LWoA0 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y

Bignosigae 3a
MapKyBaHHS,
BTOPUHHE
naxyBaHHs,
KOHTpONb/BNpObYyBa
HHS cepii Ta BUMycK
cepii); Xaynt ®apma
MioHcTep 'm6X,
HimeuunHa
(BUPOGHVIK, WO
Bignosigae 3a
BMPOGHMLTBO
roTOBOI NiKapCbKOI
dopmu, NeperHHE
nakyBaHHs,
MapKyBaHHs,
BTOPUHHE

cuctemi Sl. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

nakyBaHHs1,
KOHTpPO/b/BUPOGYBa
HHSA cepii Ta 3a
BUMYCK cepii)

157.

NEDNIOTAB

TabneTkn BKpUTI
060/10HKOI0, N0 20 Mr no
15 ab6o no 30 TabneTok
Y KOHTeliHepi; no 1
KOHTeliHepy B nauLi

Mepak
lesenbwadt
chrop KniHiwe
LLneuianbnpe
napare M6X

HimeyunHa

Mepak esenbluadt
chrop KniHiwe
Lnevyjanbnpenapat
e M6X, HimeyunHa
(BNPOGHYIK, L0
BignoBsigae 3a
MapKyBaHHS,
BTOPUHHE
nakyBaHHS,
KOHTpONb/BUpOOYyBa
HHS cepii Ta BUMyCK
cepii); XaynT ®apma
MioHcTep 'mbX,
Himeuunna
(BMPOGHYK, LIO
Bignosigae 3a
BMPOGHMLTBO
rOTOBOI NiKApPCbKOI
opmMu, NepBUHHE
nakyBaHHs,
MapKyBaHHS,
BTOPVHHE
nakyBaHHs,
KOHTpOnb/BMpobyBa
HHA cepii Ta 3a
BMNYCK cepii)

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu |
MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSM
iHthopmawii LoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
cucTemi Sl. BBeeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPIAKEHHS

3a
peyenmom

UA/12013/01/02

158.

NIrATo

Kancynu Teepgi no 75 mr
no 7 kancyny énicrepi;
no 2, 3 abo 8 6nictepis
Y KapTOHHiIli kopobLi

Mepokemi
Iyt

Kinp

nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
Mepokemi T[,
(3aBog AZ), Kinp;
BMPOGHMLTBO
roToBOro
NiKapcbKoro 3acoby,
KOHTPO/Ib SIKOCTI,
BUNYCK Cepil:
Mepgokemi NT/,
(UeHTpanbHuii
3aBsog), Kinp

Kinp

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu |
TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3aralbHEHWX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa ans
3fjiicHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
BiIMiHHA BiJ, YNOBHOB&X€eHOI 0C06M, BiANOBIAA/ILHOI 32
3[jicCHEeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmileHHI MacTep-thaiina
cucTemMu hapmMakoHarnsgy) - 3MiHa yrnoBHOBaXKeHOT
ocobu 3asiBHMKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa,.
[Litoua pepakuin: Daphne Pittas. NponoHoBaHa
pepakuis: Marina Couva. 3MiHa KOHTaKTHUX JaHuX
yNOBHOBaXEHOI 0c06M, BignoBigansHoI 3a
dhapmakoHarnsg. 3mMiHa KOHTaKTHUX AaHNX KOHTaKTHOI

3a
peyenmom

UA/18107/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
0cobu ynoBHOBaXXeHOT 0CO6M 3as1BHMKA, BignoBiganbHOT
3a (hapmakoHarnag B YkpaiHi. 3MiHa MicLe3HaxoMKeHHs
macTep-alina cuctemu dpapmakoHarssgy. 3MiHa Micus
3[iiCHEHHSI OCHOBHOI AiSNbHOCTI 3 hapMakoHarisgy
159. | NIrATO Kancynu Teepgi no 150 Mepokemi Kinp nepBrHHE Ta Kinp BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/18107/01/02
Mr MO 7 Kancyny nTa BTOPUHHE My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nictepi; no 2, 3 abo 8 nakyBaHHs: thapmakoHarnsgy. BeegeHHs abo 3miHv 4o
6nicTepiB y KAPTOHHIi Mepnokemi NT/, y3araslbHeHUX AaHux nNpo cuctemy apmakoHarnsgy
Kopoo6Li (3aBog AZ), Kinp; (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemMy
BMPOGHMLTBO hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
roToBOro BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
nikapcbkoro 3acoby, KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
KOHTPO/Ib SKOCTI, 3AjiCHeHHs hapMakoHarsay B YKpaiHi, SKLLo BoHa
BMNYCK cepil: BiAMiHHA Bif, YNOBHOBaXEHOI 0Cco6y, BignoBigaibHOI 3a
Megpokemi T/, 3[jicHeHHs hapmakoHaraay (BKIHYaun KOHTaKTHI
(UeHTpanbHuii [AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
3aBopg), Kinp cucTemMu hapmMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO|
0cob6u 3asBHVKa, BifNOBIAaIbHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Daphne Pittas. NponoHoBaHa
pepakuis: Marina Couva. 3MiHa KOHTaKTHUX faHuX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
dhapmakoHarnsag. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
0Cco6M YNOBHOBaXKEHOI 0CO6M 3as1BHUKA, BIANOBIAA/ILHOT
3a thapmakoHarnag B YkpaiHi. 3miHa mMicLe3HaxomKeHHs
macTep-aiina cuctemu papmakoHarsisgy. 3MmiHa Micus
3[iiCHEHHSI OCHOBHOI AisiNIbHOCTI 3 hapMakoHarisgy
160. | NIrATO Kancynu Teepgi no 300 Megokemi Kinp nepBrHHe Ta Kinp BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/18107/01/03
MF N0 7 Kancyny nTa BTOPVIHHE TUNYy - 3MiHW WoAo 6esnekn/echeKTUBHOCTI Ta peyenmom
6nictepi; no 2, 3 abo 8 nakyBaHHs: thapmakoHarnsgy. BeegeHHs abo 3miHn fo

6nicTepiB y KAPTOHHIi
KopooLi

Megokemi T/,
(3aBog AZ), Kinp;
BUPOBHULTBO
roToBOro
nikapcbkoro 3acoby,
KOHTPO/b SKOCTI,
BMMYCK Cepii:
Mepokemi T[,
(LeHTpanbHuii
3aBop), Kinp

y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEEHHSA y3arasibHEHUX JaHMX MPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOi 0c0o6u 3 thapMakoHarnagy 3asBHuKa gns
3[iliCHEeHHs1 hapMakoHarnsay B YKpaiHi, sKILO BOHA
BiAMiHHA BifJ, YNOBHOB&XeHOI 0C06W, BiANOBIAA/ILHOI 3a
3[jicHeHHs1 hapMakoHariaay (BK/IKYakUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemn hapmakoHarnsgy) - 3MiHa YNnoBHOBaXKEeHOT
0co6U 3asBHNKa, BiANOBiAaLHOI 3a hapMakoHarnsg.
[Litoua pepakuin: Daphne Pittas. NponoHoBaHa
pegakuis: Marina Couva. 3MiHa KOHTaKTHUX JaHWX
YNOBHOBaXEHOI 0co6w, BiANOBiAaIbHOT 3a
hapmakoHarniag. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT
0cobu yNoBHOBaXXeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a hapmakoHarnsg B YkpaiHi. 3MiHa MicLe3HaxomKeHHs
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
macTep-aiina cuctemu papmakoHarsisgy. 3MiHa Micus
3[iiCHEHHS1 OCHOBHOI AiSNIbHOCTI 3 hapMakoHarisgy
161. | NIBAK® Tabnetkn ons AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx maTepiasis: 3MiHu | 6e3 UA/10649/01/01
CMOKTaHHS 3i CMakoMm TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
aHicy i m'atn no 10 Ta/abo afpecy 3asiBHMKA (B/lacHMKA peecTpaviliHoro
Tabnetok y 6nictepi; no noceigyeHHs). 3mMiHa HaliMeHyBaHHS Ta agpecu
2 6nictepu B nayi; no 6 3asBHUKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs).
Tabnetok y 6nictepi; no TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicas
2 6nictepu B nayui; no 3aTBEPMAKEHHS. 3MiHN | TUny - 3MiHK WoA0
10 Tabnetok y 6nicTepi; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
no 1 6nictepy B nauuj 3MiHM). OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKu
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmauii Wwoao
3a3HaYeHHs OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
BHeceHHs 3MiH 10 po3ainy «MapkyBaHHs» MKA N13.
3aTtBeppxeHo: MAPKYBAHHA. Bignosigae HagaHomy
TeKCTy MapkyBaHHs. 3arnpornoHosaHo: MAPKYBAHHA.
3rigHO 3aTBEpKEHOr0 TEKCTY MapKyBaHHSA. TepMiH
BBEEHHS 3MiH NpoTArom 6 micsuis nicns
3aTBepAXEHHSA. 3MiHN | TUNY - AgMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu Micua
NpoBafKEHHN AiS/IbHOCTI BUPO6HUKa/iMnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoumn AiNbHUL
BUNYyCKy cepii abo MicLe NpoBeAeHHS KOHTPOSIIO AKOCTI
(aisnbHiCTb, 3a AKy Bignosigae BMpobHuK/imnopTep,
BK/IO4al0UM BUMYCK cepiid). 3MiHa HaliMeHyBaHHS Ta
agpecu BUpobHUKa, 6e3 3MiHV MicLs BUPOOHULTBA.
TepmiH BBEAEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS.
162. | NISAK® Tabnetkn ans AT "dapmax" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/10650/01/01
CMOKTaHHS 3i CMakom TMNy - AGMIHICTPaTUBHI 3MiHW. 3MiHA HallMEHYBaHHS peyenma
Lokonagy no 6

Tabnetok y 6nictepi; no
2 6nictepy B navy 3
KapToHy; no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauui

Ta/abo agpecy 3asiBHMKa (B/lacHMKa peecTpaviiiHoro
nocBeiAYeHHs). 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHVKa peecTpaLiiiHoro NocBigYeHHs).
TepMiH BBEiEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPMAKEHHS. 3MiHN | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM). OHOBNEHHSA TEKCTY MapKyBaHHS yNakoBKu
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3Ha4YeHHs1 OAMHMLb BUMIPIOBaHHS Yy cuctemi Sl.
BHeceHHs 3MiH o po3ainy «MapkyBaHHsA» MKA /13.
3arBepoxeHo: MAPKYBAHHA. Bignosigae HagaHomy
TEKCTY MapkyBaHHA. 3anponoHoBaHo: MAPKYBAHHA.
3rigHO 3aTBEepAXEHOro TEKCTY MapKyBaHHSA. TepMiH
BBEEHHS 3MiH NMPOTAroM 6 MicALiB nicns
3aTBEpMKEHHA. 3MiHN | TUNY - AGMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
npoBa/PKEHHS AisIbHOCTI BUpOBOHUKa/imMnopTepa




n/n

Hasga

dopma sunycky

3assHUK

KpaiHa
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JliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

163.

NIBAK®

Tabnetkn ans
CMOKTaHHS 3i CMakom

AT "®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaUn AiflbHUL
BUMYCKy cepii abo MicLie NPOBEAEHHS KOHTPO/IO AKOCTI
(aisnbHiCTb, 3a AKy Bignosigae BUPobHMK/iMMopTep,
BK/IO4al0UM BMMYCK Cepiid). 3MiHa HaliMeHyBaHHS Ta
aapecy BUpoGHMKa, 6e3 3MiHW MicLst BUPOGHULITBA.
TepmiH BBEAleHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPMAKEHHS.

nocsi0o4YeHHs

164.

NISAK®

anesibCuHy no 6

2 6nicTepu B navy 3
KapToHy; no 10

Tabnetok y 6nictepi; no
1 6nicTepy B nauui

TabneTtkn ans

Tabnetok y 6nictepi; no

AT "®dapmak”

YKpaiHa

AT "dapmak”

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TMny - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/lacHMKa peecTpaviiiHoro

nocBeiagyeHHs). 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHVKa peecTpaLiiHoro NocBig4YeHHs).
TepMmiH BBeAleHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEepMKEHHS. 3MiHN | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHK). OHOB/IEHHS TEKCTY MapKyBaHHS ynakoBKu
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3Ha4YeHHs1 OAMHWLb BUMIPIOBaHHS Y cuctemi Sl.
BHeceHHS 3MiH [0 po3ainy «MapkyBaHHsA» MKA /13.
3arsepaxeHo: MAPKYBAHHA. TekcT MapKyBaHHA
ynakoBKM npenapaTy NpukiagacTbes. 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBeieHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepMKeHHs. 3MiHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBaPKEHHS AisIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIYaoun AiflbHUL
BWMYCKy cepii abo MicLie NpoBeAEeHHS KOHTPOJIH0 SKOCTI
(misnbHICTB, 3a SKy BignoBigae BUPOGHUK/iMNopTep,
BK/IOYA0UM BUMYCK Cepiid). 3MiHa HaliMeHyBaHHS Ta
aapecy BUpo6HMKa, 6e3 3MiHM MicLis BUPOOHULITBA.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicas
3aTBEPKEHHS.

6e3
peuyenma

UA/10651/01/01

CMOKTaHHS 3i CMakoM
MasiMHM no 10 TabneTok
y 6nicTepi, no 1
6nictepy B nayui

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasis: 3MiHu |
TMNYy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS
Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
noceigyeHHs). 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHUKA (BNacHMKa PeeCTpaLiiHoro NocBigYeHHst).
TepmiH BBeAleHHS 3MiH NpoTAroM 6 micauis nicns
3aTBePMKEHHSA. 3MiHN | TUny - 3MiHK Woa0
6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM). OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby 3 BHECEHHSM iHchopMalii Lwoao
3a3Ha4YeHHs OAVHULb BUMIPOBaHHSA Y cuctemi Sl.
BHeceHHSA 3MiH [0 po3ainy «MapkyBaHHA» MKA /13.
3arsepoxeHo: MAPKYBAHHSA. Bignosigae HagaHomy
TEKCTY MapKyBaHHsA. 3anponoHosaHo: MAPKYBAHHA.

6e3
peyenma

3rigHo 3aTBEpPAKEHOr0 TEKCTY MapKyBaHHS. TepMiH

UA/16033/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BBEEHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEpPKEHHA. 3MiHM | TUNY - AQMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHA Ta/abo aapecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPObHUKa/iMnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoun AiflbHUL
BUMYCKy cepii abo MicLie NpoBeAeHHS KOHTPO/IO AKOCTI
(misnbHiCTb, 3a AKy BignoBigae BUPOOHMK/iMmopTep,
BK/IO4Al0UM BUMYCK cepiid). 3MiHa HaliMeHyBaHHS Ta
afipecy BUPO6HMKa, 6e3 3MiHM MicLis BUPOOHULITBA.
TepMmiH BBEAlEHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.
165. | NMISOMNPEC 10 | Ttabnetku, no 10 AT YKpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH [0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 3a UA/9533/01/01
Tabnetok B 6nicTepi; no "KUIBCbKWI BITAMIHHWIA MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
3 abo 5 6nictepiB y BITAMIHHUIA 3ABO4" thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
nauuj 3 KapToHy 3ABO4" po3gainy “MapkyBaHHa" MKA /13: 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpA)KEHOMY TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKW MiKapCbKOro 3acoby L0A0 3a3HauYeHHs
MDKHaPOAHUX NO3HAYeHb OAUHNLb BUMIPIOBaHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS
166. | NMIBOMPEC 20 | Tabnetku, no 10 AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasis: 3MiHu | 3a UA/9533/01/02
TabneTtok B 6nicTepi; no "KNIBCbKW BITAMIHHW TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
3 abo 5 6nictepiB y BITAMIHHWIA 3ABO" thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
nauui 3 KapToHy 3ABOL" po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
MAPKYBAHHA 3rigHo 3aTBEpAKEHOMY TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby LL0AO 3a3HaYeHHs
MiDKHapPOAHUX NO3HAYeHb OAUHULL BUMIPIOBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHSA
167. | NIM3EP Kancynu, no 10 kancyny Mera AscTpanis IHBEHTIa Xesnckea IHAain BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/6148/01/01
cTpuni, no 3 abo no 10 NaiicbcaiteHcis NTp, TVNy - AGMIHICTPATUBHI 3MiHW. 3MiHa HaliMEHYBaHHSI peyenmom
CTPUNIB Yy KAPTOHHIl (ABcTpanis) Ta/abo agpecy MicLsi NMPOBAKEHHS AiS/IbHOCTI
Kopo6ui, no 14 kancyny MTi Nt

cTpwni, no 1 ctpuny y
KapTOHHIA Kopoo6Li

BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BKJ/THOYAOUM AiNbHWL BUMYCKY cepii abo Micue
NpoBeAEeHHSA KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY
BiAANOBIAAaE BUPOGHMK/IMNOPTEpP, BKOYAOUN BUMYCK
cepiit) - 3MiHa Ha3BW Ta agpecu BMpPo6Huka N3, 6e3
3MiHM MicLst BUPO6HULTBA. 3MiHU BHECEHI B iIHCTPYKLiH0
A8 MenyHOro 3actocyBaHHs /13y p. "BUpo6HMK" 3
Bi4MNOBIAHMMM 3MiHAMMW B TEKCTI MapKyBaHHS YNakoBOK.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK Woao
6e3nekn/epekTBHOCTI Ta hapMakoHaragy (iHwi 3MiHn)
- 3aMiHa po3giny «IpadivyHe 0YOPMNIEHHS YNaKOBKM» Ha
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
po3ain «MapkyBaHHs» MKA N13: 3aTBepaKeHo:
'padhnyeckoe opopmneHune ynakosku Mpaduyeckoe
n306paxxeHne ynakosku npunaraercs. 3anpornoHoBaHoO:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOro TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHA yNnakoBKM
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmauii Wwoao
3a3HaYeHHs OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPKEHHS
168. | NMICOBAKT NbOASAHUKN NPECOBaHi; BocHanek a.4. BocHis i BocHanek g.4. BocHist i BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 6e3 UA/17498/01/01
AYyOo® no 10 NboAsHWKIB Y lepuerosuH [epueroBuH TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BU NikapCbKoro peuyenma
6nicTepi; no 2 6nictepn a a 3acoby. 3viHa Ha3su N13: 3aTBepaxeHo: JICOBAKT
B KQpPTOHHI kopobuj YO / LYSOBACT DUO. 3anponoHoBaHo: JICOBAKT
OYO® / LYSOBACT DUO®. BBefeHHs1 3MiH NpOTAromM
6-x MicALiB NicnA 3aTBEPAKEHHSA. 3MiHM | TNy - 3MiHK
oo 6e3nekn/edeKTUBHOCTI Ta dpapmakoHarnsagy (iHwi
3MiHK).
OHOB/IEHHSI TEKCTY MapKyBaHHS! YNakoBKW /ikapCbKoro
3aco6y 3 BHECEHHSAM iHchopMaLii LWoA0 3a3HaYEHHS
OAVHWLb BUMIPIOBaHHA Y cucteMi Sl. BBeeHHs 3MiH
NpoTArom 6-X MiCALIB MiC/1A 3aTBEPMKEHHS.
169. | IOPAHO Tabnetku no 10 mr; no 7 CaHpo3 CnoseHis BMPOBHULITBO in HimeyunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/6985/02/01
Tabnetok y 6nictepi; no dapmacbioTika bulk,nakyBaHHs, Monbwa TUMy - NOAAaHHSA OHOB/IEHOrO cepTudikaTa BigNoBIgHOCTI peuyenma
1 6nicTepy B KapTOHHIl n3 a.a. BMMYCK Cepii: €ponevicbkin hapmakonei Ne R1-CEP 2007-283-Rev
Kopo6Li; no 10 TabneTok Canotac ®apma 01 ans pitoyoi pevosrHK Loratadine Big BXe
y 6nicTepi; no 2 m6X, HimeuyunHa,; 3aTBepaKeHoro BupobHnka ROLABO OUTSOURCING,
6nicTepy B KApTOHHI nakyBaHHs, BUMYCK S.L.
KopooLi cepii: lex C. A.,
Monblua
170. | NIOPAHO Tabnetku no 10 mr; no 7 CaHpo3 CnoBeHisi BMPOGHULTBO in HimeyunHa/ BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/6985/02/01
TabneTtok y 6nictepi; no dapmacbioTika bulk,nakyBaHHs, Monbwa TUny - nogaHHA oHossieHoro CEP Ne R1-CEP 2007-348- peyenma
1 6nicTepy B KapTOHHiii ns3 a.a. BUMYCK Cepii: Rev 02 gna gitoyvoi peyoBuHW nopaTaguHy Bif

Kopo6bui; no 10 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIl
Kopoo6ui

CantoTtac dapma
M6X, HimeuunHa;
nakyBaHHs1, BUNYCK
cepii: lek C. A.,
Monbla

3aTBEpKEeHOro BMpo6Huka Morepen Laboratories
Limited, India, ik Hacnifok BUYYeHHS i3 cnevumdikauii
A®I| nokasHuka «Baxki MmeTanu». OLjiHKka pUsmnky
npeactasneHa B CEP 3rigHo Bumor ICH Q3D guideline
for elements impurities
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
171. | NOPATAAUH | cupon, 1 mr/mn, no 90 TOB "OKN YkpaiHa TOB "[AKnM YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 6e3 UA/9333/01/01
M1y ¢hriakoHi abo y "®bapmaueBTu "PapmaueBThYHA TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenma
6aHLj; no 1 dynakoHy YyHa habpuka” habpuka" thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
abo no 1 6aHuj 3 po3giny “MapkyBaHHs” MKA /13": 3anponoHoBaHo:
[03YH0HOI0 CKNSTHOUKOO MapkyBaHHS. 3riiHO 3aTBEPAXEHOro TEKCTY
B nauu,i MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
nikapcbKoro 3acoby 3 BHECEHHSAM iHchopmalii woao
3a3HaYeHHs OAUHNLL BUMIpOBaHHSA Y cucTemi Sl.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA
172. | MATHIKO PO34uH ANs iH'eKuiid, 250 MpAT YkpaiHa MpAT " YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/6095/01/02
CYNb®AT - mr/mn, no 5 mn B "dapmaueBTu PapmaLeBTUIHa MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
AAPHNUA amnyni, no 5 amnyn'y YyHa hipma ipma "JapHnus” thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
KOHTYPHIli YapyHKOBIlA "dapHuusa” MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3 BHECEHHSM
YMakoBLi, N0 2 KOHTYPHI iHthopmawii LLoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
YapyHKOBI YNakoBKu y cucTemi Sl. 3amiHa posginy “IpaciuHe ohopMneHHs
nauui; no 10 mn B ynakoBkun” Ha “MapkyBaHHA” B MKA J13; 3anponoHoBaHo:
amnyni, no 5 amnyn y MAPKYBAHHSA BignoBigHO A0 3aTBEPL)KEHOTO TEKCTY
KOHTYPHili YapyHKOBIi MapKyBaHHs1. TepMiH BBEZleHHS 3MiH - NPOTArom 6
yNakoBLii, MO 2 KOHTYPHI MicsILiB MicNs 3aTBepoKEHHS
YapyHKOBi YNakoBKW Yy
nauuj
173. | MAKCITPAH® | Tabnetku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/18255/01/01
NAIBKOBOK 060/TI0HKOHO, "MIKPOXIM" "MIKPOXIM" My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 500 mr no 10 thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
Tabnetok y 6nictepi, no y3araslbHeHUX AaHux nNpo cuctemy apmakoHarnsgy
3 6nictepu y nayui 3 (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
KapToHy a6o rno 30 hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
Tabnetok y 6aHui, no 1 BiANOBIAA/IbHOI 32 34iliCHEHHSA hapmakoHarnsgy;
6aHLi y nayui 3 kKapToHy KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3AjiCHeHHs hapMakoHariaay B YKpaiHi, AKLL0 BoHa
BiAMiHHA Bif, YNOBHOBaXKEHOI 0CcOo6W, BignoBigaibHOI 3a
3[jicHeHHs hapmakoHaraay (BKIHYaUn KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmilLeHHI MacTep-taiina
cucTemMu hapmMakoHarnsay) - 3MiHa ynoBHOBaXKeHO|
0co6u 3asBHWKa, BifNOBiAabHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: XXypba Jlinis BonogumumpisHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNOBiAA/IbHOT 32 dhapmakoHarnsag
174. | MAHIT po3uunH ans iHgysiii 15 MpuBaTHe YkpaiHa MpusatHe Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu Il 3a UA/4535/01/01
%, no 100 mn, 200 mn, akujioHepHe akujioHepHe TUMY - BBEAIEHHS HOBOI NAALLKN CKNSHOI HOMIHA/TbHOO peyenmom
400 My naswkax TOBapuCTBO TOBapUCTBO MiTKiCTI0 250 cm3 Bif HOBOrO B1pobHmka TOB
"IHdpy3ia” "IHcpy3ia" «ManuvHiBCbkuii Cko3aBoa», YKpaiHa, fika Mae He3HauHi

3MiHU SIKICHOTO Ta KifIbKiCHOro cKnafy ckna Bif
3aTBEPAKEHNX NASALWOK CKISHMX BUPOOHMKIB MpAT «bio
Me[ ckno», YkpaiHa Ta MpAT «KocToninbCbknii 3aBo,
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CK/10BMPO6IB», YKpaiHa. AK Hacnifok BHECEHHS
Bi4NOBIAHMX 3MiH Y crnieundikaLito Ha CKSHI NASALWKA
(AonoBHeHHS iHdopMaLii LLoA0 HOBOrO BUPOGHMKA,
NO3HAYEHHS N/IALLOK Ta MaUTIOHKA N/IALLKN)
175. | MEQAKCA NOpPOLLIOK Mepak HimeyunHa BUPOGHUK, LLIO HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/4884/01/01
niocpinisoBaHnii ans lesenbwadt Bignosigae 3a My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
NPUroTYBaHHS PO34MHY chrop KniHiwe BUMYCK cepii, thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
Ans iHdy3ili (5 mr/mn) LLneuianbnpe BTOPWHHE MapKyBaHHS YNakoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
no 50 wmr, 1 cknaHuia napate M6X nakyBaHHs, iHthopmawii LoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
h/1aKoH 3 NOPOLLKOM Y MapKyBaHHS, cuctemi Sl. BHeceHHs 3MiH 0 po3giny «MapKyBaHHsA» B
KapTOHHIA Kopoo6Li KOHTPONb/BUNPOGYB MKS#A N13: 3anpornoHoBaHo: Mapkuposka B cooTBeTCTBUM
aHHsA cepili: Megak C YTBEPXAEHHBIM TEKCTOM MapK1poBK1. BBeAEeHHS 3MiH
lesenbliadt chrop NpoTArom 6-Tu MicALB NicNs 3aTBEpPMAKEHHS
K/iHiWe
Lneuianbnpenapar
e M6X, Himeuunna;
BUPOGHUK, LLIO
Bignosigae 3a
BMMYCK oOpMU in
bulk, nepsuHHe
nakyBaHHs,
KOHTPO/b/BMNPOGYB
aHHA cepiii: OHKOTEeK
Papma lNMpoaakLuH
'v6X, HimeuunHa
176. | MEOAKCA NOpPOLLOK Mepak HimeyunHa BUPOBHUK, LLLO HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/4884/01/02
niocpinisoBaHnii ans lesenbwadT Bignosigae 3a My - 3MiHW WoAo 6e3nekn/edhekTMBHOCTI Ta peyenmom
NPUIroTYBaHHA PO34nHY dotop KAiHiwe BUNYCK Cepil, hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHSA TEKCTY
Ans iHdy3ili (5 mr/mn) Lneuianbnpe BTOPWHHE MapKyBaHHS YNakoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
no 100 mr, 1 cknAHuii napate M6X nakyBaHHs, iHchopmawii LWoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
hN1akoH 3 NMOPOLLUKOM Y MapKyBaHHS, cuctemi Sl. BHeCEHHS 3MiH [0 po3ainy «MapKyBaHHS» B
KapTOHHIA Kopoo6Li KOHTPONb/BUNPOGYB MKS#A 13: 3anponoHoBaHo: Mapkuposka B cooTBeTCTBUM
aHHsA cepili: Megak C YTBEPXAEHHbIM TEKCTOM MapK1poBK1. BBeAEeHHS 3MiH
lesenbiadt drop NPOTArom 6-TV MiCALiB MiCNs 3aTBEPIYKEHHS
KiHiwe
LLneuianbnpenapar
e M6X, Himeuunna;
BUPOBHUK, LLLO
Bignosigae 3a
BMNycK doopMu in
bulk, nepsuHHe
nakyBaHHs,
KOHTpO/b/BUNPOGYB
aHHA cepiii: OHKOTEeK
dapma lMpoaakLuH
'v6X, HimeuunHa
177. | MEOAKCA NOPOLLIOK Mepak HimeyunHa BUPOGHUK, LLLO HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3miHu | 3a UA/4884/01/03
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
niodpinizoBaHuin ans lesenbwadT BignoBsigae 3a MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
NPUroTYBaHHS PO3UnHY dotop KAiHiwe BMNYCK cepil, hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
AN iHdy3ii (5 mr/mn) LWneujansnpe BTOPUHHE MapKyBaHHS! YNakoBKW /TIKapCbKOro 3aco0y 3 BHECEHHAM
no 150 mr, 1 cknsAHnii napate M6X nakyBaHHs, iHchopmawii LWoA0 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y
hN1akoH 3 MOPOLLUKOM Y MapKyBaHHS, cucTtemi Sl. BHeCeHHs 3MiH [0 po3ainy «MapKyBaHHS» B
KapTOHHiiA Kopo6Lji KOHTPONb/BMNPOGYB MK®A /13: 3anponoHosaHo: Mapkuposka B cootseTcTBumM
aHHA cepiii: Mepak C YTBEPX/AEHHbIM TEKCTOM MapKMpPOBKW. BBeAeHHs 3MiH
lesenbadt drop NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPKEHHS
KniHiwe
Lneujansnpenapar
e M6X, HimeuuunHa;
BUPOGHUK, LLLO
BignoBsigae 3a
BMNycK dhopMu in
bulk, nepsuHHe
nakyBaHHS,
KOHTpO/b/BUNPOGYB
aHHA cepiii: OHKOTEK
dapma lMpogakLuH
'm6X, HimeyunHa
178. | MEAOTICTUH | Tabnetkn no 16 mr no 10 Megokemi Kinp Megpokemi T/, Kinp/ BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/13526/01/01
Tabnetok y 6nictepi; no nTa (UeHTpanbHuii HinepnaHngu MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
3 6nicTepu B KAPTOHHiIl 3aBog), Kinp; hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHS TEKCTY
Kopoo6Li dapmauesTiw MapKyBaHHS yNakoBKW /TIKapCbKOro 3ac00y 3 BHECEHHAM
AHanITIWw iHchopmawii LWoA0 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y
Nab6opaTopiym cuctemi Sl. BHeCeHHs 3MiH A0 po3ainy «MapkyBaHHS»
[lyiseH B.B., MK$A N3; 3anponoHosaHo: MAPKYBAHHA. 3rigHo
Higepnangn 3aTBEPAKEHOIO TEKCTY MapKyBaHHSA. TepMiH BBEEHHS
3MiH - NPOTArom 3 MicsiLiB NicNs 3aTBePKEHHS
179. | MEAOTICTUH | Tabnetkn no 24 mr no 10 Megokemi Kinp Megokemi T/, Kinp/ BHECEHHS 3MiH 40 peecTpaviinHux maTepiasis: 3MiHu | 3a UA/13526/01/02
TabneTtok y 6nictepi; no nTa (UeHTpanbHuii HigepnaHgn MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
3 6nicTepu B KAPTOHHIl 3aBog), Kinp; hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHS TEKCTY
Kopoo6Li dapmauesTiw MapKyBaHHS! yNakoBKW /TiKapCbKOro 3aco0by 3 BHECEHHAM
AHaniTiw iHbopmauii WwoA0 3a3Ha4YeHHSA OAUHWLL BUMIPIOBAHHSA Y
Nab6opaTopiym cuctemi Sl. BHeCEeHHs 3MiH A0 po3ainy «MapKyBaHHS»
[yiseH B.B., MK$A N3; 3anponoHosaHo: MAPKYBAHHA. 3rigHo
Higepnangn 3aTBEPAKEHOIO TEKCTY MapkyBaHHSA. TepMiH BBELEHHS
3MiH - NPOTArom 3 MicsiLiB NicNs 3aTBEPKEHHS
180. | MEJIOKCUKA | Tabnetku no 0,0075 r no MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/7390/02/01
M 10 TabneTok y 6nicTepi; akuioHepHe akuioHepHe MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyernmom
no 1 a6o no 2 6nicrepu TOBapuCTBO TOBapuUCTBO "J1ekxim hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHS TEKCTY
B nauuj "Jlekxim- - XapkiB" MapKyBaHHS1 YNakoBKM /iKapCbKOro 3ac00y 3 BHECEHHSIM
Xapkis" iHbopmauii WoA0 3a3HaYeHHS OAUHWLL BUMIPIOBAHHS Y

cuctemi Sl. OHOBNEHHS BXe 3aTBEPKEHOIO TEKCTY
MapKyBaHHs. BHeceHHs 3MiH 4o po3giny MKA
MponoHoBaHa pepakuis: MAPKYBAHHSA. BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBeEHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiH - MPOTAroM 3 MICALIB MiC/1A 3aTBEPMAKEHHS
181. | ME/IOKCUKA | Tabnetku no 0,0075 rin MpuBaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | - UA/7391/02/01
M bulk: no 5000 Ta6neTok akuioHepHe akuioHepHe My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta
Y KOHTelHepax TOBapUCTBO TOBapUCTBO "JlekxiMm thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
nnacTMacoBsux "J1ekxim- - Xapki" MapKyBaHHS YNakoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
Xapkis" iHchopmawii LWoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
cuctemi SI. OHOBNEHHS BXe 3aTBEPAKEHOr0 TEKCTY
MapkyBaHHs Mo 5000 Tab/1eToK Y KOHTeliHepax
n1acTMacoBux (BHECEHHS NO3HaYeHb OAVHNULb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM NiTep NaTUHCbKOro
andasiTy) Ta BHECEHHS 3MiH 0 po3giny MKA
MponoHoBaHa pegakuis: MAPKYBAHHSA. BignosigHo o
3aTBEPKEHOro TEKCTY MapKyBaHHs. BignosigHo o
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, WO A0AAETLCA.
TepMmiH BBEAEHHS 3MiH - NpOTArom 3 micsuis nicns
3aTBEPAKEHHSA
182. | MEMOM/AHT | TabneTku, BKpUTI [Op. Binbmap HimeyunHa [p. Binbmap LUBa6e HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/0204/01/01
POPTE NAiBKOBOK 060/I0HKOHO, LLisabe Mm6X i v6X i Ko. KI MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
no 10 TabneTok y Ko. KI thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
6nicTepi; no 2 a6o 3 po3ainy «MapkyBaHHs1» MKS J13; 3anponoHoBaHo:
6nicTepy B KApTOHHI MAPKYBAHHSA 3rigHo 3aTBEPAKEHOro TEKCTY
Kopo6Li; no 20 TabneTok MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
y 6nicTepi; no 3 ynakoBKU NiKapCbKoro 3acoby LWoA0 3a3HauyeHHs
6nicTepy B KApTOHHI OAMHULb BMMIptOBaHHA y cuctemi Sl
KopooLi
183. | METPOHIAAS3 | po3uuH ans iHdysii, 5 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/4079/02/01
on- mr/mn; no 100 mny "dapmaLeBTu "dGapmaLieBThyHa MRy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
AAPHULUSA donakoHi YyHa chipma ipma "fapHuus” hapmakoHarniagy (iHwWi 3MiHK) - OHOBMEHHS TEKCTY
noninponineHosomy, fno "MapHnua” MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSM
1 donakoHy y nauuj; no iHchopmawii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
100 My dhnakoHax cucTtemi Sl. TepmiH BBeEHHA 3MiH: NpOTSArom 6 micsuis
3 [aTn 3aTBEPMAKEHHS
184. | MUPLEPA® PO34MH ANA iH ek no ®.XodhbcpmaHh- | LUBeliLapis Bioecceii-Na6op Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/16434/01/01
75 mkr/0,3 mn; 1 Jla Pow N14 chrop Gionoriwe LLiBefiuapis TUNYy - BBEAEHHS A0AATKOBMX AiNbHULUB Roche peyenmom

nonepeaHLo
HanoBHEHWI WnpuL,
pasom 3 rosikot Ans
iH'EKLili y KAPTOHHIM
ynakoBLi

AHaniTik F'm6X,
Himeuunna
(BunpobyBaHHs
KOHTPO/O AKOCTI
aKTVBHOCTI AnA
BM3HAYEHHS (TifIbKK
BUNPOGYBaHHSA
MeToA0M
6ios10riYHOro
aHasi3y "AKTUBHICTb
in vivo, Ha

Penzberg, Genentech Oceanside Ta Genentech South
San Francisco, B SIKOCTi caliTiB 4151 NPOBEAEHHS
TeCcTyBaHHSA 3ara/lbHOro CKpUHIHIY Ha Bipycu [0AaTKOBO
[0 noTouyHoro caiTty BioReliance Ltd. BBeeHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHN |
TMNy - BBEAEHHS A0AATKOBMX AiNbHULB Genentech
Oceanside Ta Genentech South San Francisco, B AKOCTi
caiiTiB AN NPOBefEHHsA TECTYBaHHS Ha Mikonnasmy Ta
nenTocnipy AOAATKOBO [0 MOTOYHOro cavty Roche
Penzberg. BeeeHHs 3MiH NpoTAroM 6-tu micAuis nicns
3aTBEPMKEHHS; 3MiHM | TUNy - AinbHNubs Roche
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HOPMOLMTEMIYHIN
Muwi" ans
[OCNigpKEHHA
cTabinbHocTi)); Pow
[LiarHocTrke MM6X,
Himeuunna
(BUpOBHMLTBO
Hepo3dacoBaHol
NpoAyKLUii, NnepBuHHe
nakyBaHHS,
BTOPVHHE
nakyBaHHs,
BMMNPOBYBaHHSA
KOHTPO/IO SKOCTI (3a
BUHATKOM
BMNPO6YBaHHSA
MeToaoM
6ionoriyHoro
aHanisy "AKTVBHICTb
in vivo, Ha
HOPMOLMTEMIYHIl
Muwi" gns
OocCnimKeHHA
CTabinbHOCTI),
BWMYCK cepii);

& . XodhdpmaHH-/15
Pow NTpa,
LLiBefiuapis
(BMPOGHULTBO
Hepo3dacoBaaHo!
npoayKuii, NnepBrHHe
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPO/I0 AKOCTi (3a
BUHATKOM
BUNPOBYBaHHSA
MeToaoM
6iosoriyHoro
aHanizy "AKTUBHICTb
in vivo, Ha
HOPMOULMTEMIUHIl
Muwi* gns
OOCNiMKEHHS
cTabiNbHOCTI))

Diagnostics Penzberg, Germany, Genentech, Inc. South
San Francisco, U.S.A Ta Genentech, Inc. Oceanside,
U.S.A gns TecTyBaHHA Ha napasipyc. BBefeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAXEHHS; 3MiHu ||
TUNY - BNPOBaKEHHA OHOBNIEHOT CUCTEMU KOHTPOSIO
Ait040T PEYOBVHM B X0/ TEXHOMONYHOIo NpoLiecy, Ha

BWMYCK Ta Ha TEPMiH NPVAATHOCTI Y BiAMNOBIAHICTb 3

OHOB/IEHUMMN METOAMKaMU 3 METOK NPUBECTY CUCTEMY
KOHTPOJIIO 10 CyYaCHWUX CTaHAapTiB SKOCTi. BBeAeHHA

3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPMAKEHHS

185.

MUPLEPA®

PO34nH A5 iH EKLiin no
50 mkr/0,3 mn, 1
nonepeaHLo
HanoBHEHWIA LWNpWL,

®.XodhpmaHH-
Na Pow N1g,

LLseiuapis

Bioecceli-flabop

chrop Gionoriwe

AHaniTik F'M6X,
HimeyunHa

HimeuunHa/
LLiBeiuapis

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu |
TUNy - BBEAEHHS A0AATKOBMX AiNbHMLbB Roche
Penzberg, Genentech Oceanside Ta Genentech South
San Francisco, B SiKOCTi caiiTiB Ana NpoBeAeHHs

3a
peyermom

UA/16434/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
pasoMm 3 rofkoK A/1s (BMNpoGYyBaHHsA TeCTyBaHHS 3ara/lbHOro CKPUHIHTY Ha Bipycy A04aTKOBO

iH'EKLili y KAPTOHHIM
ynakoBLi

KOHTPO/IO AKOCTI
aKTVBHOCTI AnA
BM3HA4YEHHS (TifIbKK
BUNPOGYBaHHSA
MeToA0M
6ios10riYHOro
aHasi3y "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
Muwi" ans
[OCNigKEHHA
cTabinbHocTi)); Poww
[LiarHocTrke MM6X,
Himeuunna
(BMpPOGHMLTBO
Hepo3dacoBaHol
NpoAyKLUii, NnepBuHHe
nakyBaHHS,
BTOPVHHE
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPO/IO SIKOCTI (3a
BUHATKOM
BMNPO6YBaHHSA
MeToaoM
6ionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIl
Muwi" gns
OocCnimKeHHA
CTabinbHOCTI),
BWMYCK cepii);

& . XodhdpmaHH-/15
Pow NTpa,
LLiBefiuapis
(BMPOGHULTBO
Hepo3dhacoBaaHo!
npoayKuii, NnepBrHHe
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPO/I0 AKOCTi (3a
BUHATKOM
BUNPOBYBaHHSA
MeToaoM
6iosoriyHoro
aHanizy "AKTUBHICTb

[0 noTouyHoro caiTty BioReliance Ltd. BBeeHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMXKEHHS; 3MiHN |
TMNy - BBEAEHHS A0AATKOBMX AiNbHULbE Genentech

Oceanside Ta Genentech South San Francisco, B AKOCTi
caiiTiB AN NPOBEfEHHsA TECTYBaHHS Ha Mikonnasmy Ta
nenTocnipy AOAATKOBO [0 MOTOYHOro cavty Roche
Penzberg. BeeeHHs 3MiH NpoTAroM 6-tu micAuis nicns
3aTBEPMKEHHS; 3MiHN | TUNY - AinbHnUbs Roche
Diagnostics Penzberg, Germany, Genentech, Inc. South

San Francisco, U.S.A Ta Genentech, Inc. Oceanside,

U.S.A gns TecTyBaHHA Ha napasipyc. BBefeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPMAKEHHS; 3MiHu ||

TUNY - BNPOBaKEHHA OHOBIEHOT CUCTEMU KOHTPOSIO

Ait04O0T PEYOBVHM B X0/ TEXHOMONYHOro NpoLiecy, Ha
BWMYCK Ta Ha TEPMiH NPVUAATHOCTI Y BiANOBIAHICTb 3

OHOB/IEHUMMN METOANKaMU 3 METOK NPUBECTY CUCTEMY

KOHTPOJIIO 10 CyYaCHWX CTaHAapTiB SKOCTi. BBeAeHHA

3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
in vivo, Ha
HOPMOLMTEMIUHIl
Muwi* gns
OOCNiMKEHHs
cTabiNbHOCTI))
186. | MINAPOHAT Kancynu Teepgi no 250 AT "I'piHaekc" Nartsis AT "I'piHgekc" Natsis BHECEHHS 3MiH [0 peecTpauiiiHiX maTepiasis: TEXHIYHA 6e3 UA/16049/01/01
® mr; no 10 kancyn y nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenma
6nicTepi; no 2 a6o 4 BUNPAB/IEHO TEXHIYHY NOMUIKY Y TEKCTi MapKyBaHHS
6nicTepn B nauuj 3 BTOPWMHHOI YNaKoBKM JTiKapCbKOro 3acoby;
KapToHYy 3anpornoHoBaHo: BignyckatoTb 6e3 peuenta. 3asHayeHe
BMMNpaB/IEHHS BiAMoBifae MaTepiasiam peecTpaLiiitHoro
[0CbEe
187. | MIIbF'AMA® PO34UH ANS iH'eKL no 2 Bbopsar HimeyunHa Contohapm HimeuyunHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/8049/02/01
M/1 B amnyni; no 5 abo dapma 'M6X i dapmauoliTile TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
10, a6o 25 amnyn y Ko. KI Epuolirdicce Mm6X thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
KapTOHHI Kopoo6Li po3ainy «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
nikapcbkoro 3acoby 3 BHECEHHSIM iHchopMalii Lwoao
3a3HauYeHHs OAUHMLL BUMIpIOBaHHSA Y cucTemi Sl
188. | MIPAMIAE3® | po34MH HaLLKipHWA, KHBMIM YkpaiHa TOB "Bupo6HMye YkpaiHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHu | 6e3 UA/0237/01/01
cnupToBuid, 0,1%, no "ICHA" 06'eAHaHHSA MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
100 mn 'y dpnakoHi; no 1 "TeTepis", YKpaiHa; thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
hNnakoHy B KAPTOHHIl TOB "TepHodhapm”, po3ainy «MapkyBaHHs1» MKSA J13: 3anponoHoBaHo:
nauui YkpaiHa Po3gin «MapkyBaHHs». B COOTBETCTBUN C
YTBEPXKAEHHBIM TEKCTOM MapKUpPOBKW. 3MiHN BHECEHI B
TEKCT MapKyBaHHs ynakoBKW ikapCbKoro 3acoby LLoAo
3a3HaYeHHs OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS
189. | MI®EHAKC® Kancynu Teepgi no 250 TeBa I3painb AT YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/11519/01/01
mr, no 10 kancyny PapmaneBTika dapmaueBTUYHUIA TUMY - OHOB/IEHHA cepTuddikaTy BifnoBigHOCTI peyenmom
6nictepi, no 3 a6o 10 n lHaacTpi3 3aBog TEBA €ponevicbkin hapmakonei Ne R1-CEP 2005-239-Rev
6nicTepiB y kopobu,i nrp, 03 ans pitovoi pevoBrHU MikodpeHonaty ModeTun Big
BXe 3aTBepkeHoro BupobHuka Teva Czech Industries
s.r.o. (Czech Republic), y 38'A3Ky 3 BB€4EHHAM HOBOI
aNbTepHaTUBHOI BUPOOHUYOT AiNbHUL MPOMIXHMX
npoaykTis (MikodeHonosoi kucnotn) Livzon Group, Wwo
Ha/IeXunTb [0 Tiel camoi BUPOOHNYOT rpynu MignpueMCTB,
Lo ¥ 3aTBepKeHa AinbHuua Livzon New North River
Pharmaceutical Co. Ltd
190. | MOAEN/b TabneTku, BKPUTI AnBoreH Bonrapis TOB TeBa Monbuwa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/15294/01/01
EPO NNiBKOBOK 060/10HKOI dapma OnepeiiwH3 MonaHpg, TMNYy - 3MiHW Woao0 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 91 rabnetui y Tpenguur hapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nictepax (no 28 Opon OTOB MapKyBaHHS! yNakoBKU JTIKapCbKOro 3ac0by 3 BHECEHHAM
poxeBux TabneTok y 2 iHbopmaLii WwoA0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y
6nictepax Ta 35 cucTeMi Sl. BHeceHHs 3MiH A0 po3ainy “MapkyBaHHS"
Tabnetok (28 poxeBux MKS$A /13"; 3anponoHoBaHo: MapkyBaHHs. 3rigHo 3
TabneTok Ta 7 6inmx 3aTBEPAKEHNM TEKCTOM MapKyBaHHSA. TepMiH BBELEHHS
Tabnetok) y 6nictepi); 3MiH NPOTAroM 6 MICALIB MiCNA 3aTBEPLKEHHS
no 3 6nictepwu, Wwo
3acpikcoBaHi KOPO6KOIO-
KHUXXEUKOHo; no 1
KOPOOGLi-KHWXKLi B
nakeTuky 3 honbru; no 1
nakeTuky 3 chonbru Ta
Hakenkol-kasieHaapem
B KOpOO6Li
191. | MOKCUDNIOK | nopoLuok abo kpuctasn M. BIOTEK Benvka DxiBiKei IHAain BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu | - UA/16050/01/01
CAUUHY (cybcTaHuis) B nakeTax NIMITEL BputaHis BiocaeHces MNpaiiBiT TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
FAPOXNOPU | nopgiliHmx Nimiteq Ta/abo agpecu MicLa NPOBaMKEHHS AisNIbHOCTI
A nosieTuIeHoBMX, BMpO6HUMKa (BK/IKOYAKOUM, 38 HEOOXIAHOCTI, Micue
BK/1aeHnx y 604km npoBefAeHHs KOHTPO/I0 AKOCTI), abo BacHuKa mactep-
(6apabaHn) 3 (haiina Ha A®I, abo noctavasnbHuka A®l/BrxigHOro
nonieTunexy martepiany/peareHTy/NpoMiKHOIO NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI A®I (AKLO 3a3HAYEHO Y
[0CbE Ha flikapcbkuii 3acib) 3a BiACcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBepAKEHOMY [0Cbe, ab0 BUPOOHMKA HOBOT
[ONOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y A0CbE) (iHLLi
3MiHW) - 3MiHa Ha3BW Ta agpecu BupobHuka Adl, 6e3
3MiHM Micusl BUPOGHMLTBA
192. | MOJIECKIH® Masb 0,1 %, no 15ry AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/7002/02/01
Ty6i; no 1 Ty6i y nauui 3 MRy - 3MiHK Woao 6e3nekn/edeKkTMBHOCTI Ta peyenmom
KapToHy thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
po3ainy «MapkyBaHHs1» MKS J13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEPAKEHOro TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHA yNakoBKu
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3Ha4YeHHs1 OAMHWLb BUMIPIOBaHHS Yy cuctemi Sl.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPIKEHHS
193. | MOMELEPM Masb, 1 mr/r; no 151y TOB "Bayw YkpaiHa dapmsaBog €nbha Monbwa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/10968/01/01
® Ty6i; no 1 Ty6i B Xenc" AT. TMNYy - NofaHHA OHoB/ieHoro CepTudikarty BignoBigHOCTI peyernmom
KapTOHHiiA KOpo6Li €Bponeiicbkiii hapmakonei R1-CEP 2001-382-Rev 01
(nonepegHs Bepcis R1-CEP 2001-382-Rev 00) Big BXe
3aTBepmxeHoro BupobHuka Croda Chemicalls Limited,
UK 15 1OMOMIXHOI pe4OBWHM /TaHONIHOBUIA cnnpT
194. | MOHTEMAK TabneTku, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/15178/01/01
10 NNiBKOBOK 060/1I0HKOHO, PapmMacbloTHK $apmacboTukanc TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 10 mr; no 10 anc Nimiteq Niviten Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TabneTtok y 6nictepi; no BMPOGHMKa/iMnopTepa roToBoro likapcbKoro 3acoby,
3 6nicTepu y KapTOHHii BK/IHOYaA0UM AiNbHWLI BUNYCKY cepii abo Micue
ynakoBLi NpOoBeLEeHHS KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiii) - 3miHa agpecu BupobHuka 113 Makneoac
dapmacbioTvkanc Jlivites, IHais, 6e3 3mMiHu micus
BMPO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicauiB
nicns 3aTBepPKEHHS)
195. | MOP®IH-3H Tabnetkn no 5 mr no 10 ToBapucTso 3 YKpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH [0 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/5174/02/01
Tabnetok y 6nictepi; no obmexeHo obmexeHo MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
1 a6o no 5 6nictepiB y BiANOBIA&/IbHI BiANOBiAa/IbHICTIO hapmakoHarnsgy. 3mMiHa y KOpoTkili XxapakTepucTuLi
KOpOoO6Li 3 KapTOHY cTHO "XapkiBCbke NiKapCcbKOro 3acoby, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT
"XapkiBcbke dhapmaLieBTNYHe ANA MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynigpHo
hapmaueBTny nigNpPUEMCTBO OHOBJ/tOBAHOIO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
He "3p0pos's Hapoay" JocnigpkeHb 3 6e3nekn 3acTocyBaHHS NiKapCbKoro
niANpMEMCTBO 3acoby B mic/iAspeecTpaviiiHmii nepiod, abo sk pesynbTar
"3[0poB's OLiHKM 3BITY 3 AOCNiMKEHb, NPOBEAEHMX BiANOBIAHO A0
Hapogay" nnaHy negiatpuyuHnx gocnigpxkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBEXKEHVM OPraHom) -
3MiHM BHECEHO A0 IHCTPYKUiT AN MegnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ginis:
"B3aemogis 3 iHWMMM flikapCbKMMK 3acobamm Ta iHLLi
BMAW B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHSA",
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii 3 6e3nekun
3aCTOCyBaHHSA fjl040i Pe4OBUHYM NiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicns
3aTBEPMKEHHS
196. | MOP®IH-3H Tabnetkn no 10 mr no 10 | ToBapucTBoO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/5174/02/02
Tabnetok y 6nictepi; no 06MEXEHO 06MEeXEHO TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
1 a6o no 5 6nictepis y BiANOBiAaNbHI BiANOBIAA/IbHICTIO hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTumui
KOpOO6Li 3 KapTOHY CTHO "XapkiBCbke nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
"XapkiBcbke dhapmaLeBTNyHe [ANA MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
hapmaueBTny nigNpPUeEMCTBO OHOBJOBAHOIO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
He "3p0poB's Hapoay" [ocnigpkeHb 3 6e3neKn 3acToCcyBaHHS NiKapCbKoro
nignpueMcTso 3aco6y B nic/sipeecTpaviiiHnii nepiod, abo sik pesynsTaTt
"3n0poB's OLjiHKM 3BITY 3 AOC/IXEHb, MPOBEAEHUX BiAMNOBIAHO A0
Hapogay" nnaxy negiatpuyHux gocnigpxkerb (PIP) (3miHy

Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHUM OpPraHom) -
3MiHV BHECEHO A0 IHCTPYKUiT A4NA MegnuyHoro
3acTocyBaHHS NikapcbKoro 3acoby Ao po3ainis:
"B3aemopis 3 iHWMMKN NiKapCbknMy 3acobamm Ta iHLLi
BMAM B3aemMogiin”, "Ocob/MBOCTi 3acTOCyBaHHS",
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3neku
3acToCcyBaHHS fjt040i pevyoBUHYM NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
197. | MYKOKE/b PO34UH A5 iH EKLiA no CAHYM- HimeuunHa CAHYM-Kenbbek HimeuunHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/15302/01/01
D5 1 mny amnynax Ne 10, Kenb6ek M6X 'mM6X i Ko. KI TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
Ne 50 i Ko. KI' thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
po3gainy «MapkyBaHHa» MKA 13: 3anponoHoBaHo:
MAPKYBAHHS$A 3rigHo 3aTBEpAXEHOro TEKCTy
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
nikapcbKoro 3acoby 3 BHECEHHSAM iHchopmalii woao
3a3HayeHHs1 OAUHMLb BUMIpOBaHHSA Y cucTemi Sl
198. | MY/IbTAK® TabneTkn, BKPUTI TOB "CaHodi- Ykpaina CaHodpi BiHTpon PpaHuin BHECEHHS 3MiH [0 peecTpauiiHiX MmaTepiasis: TEXHIYHA 3a UA/10412/01/01
060/10HKOI0, Mo 400 wmr; ABeHTIC IHpacTpia nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom
Ne60 (10x6): no 10 YkpaiHa" BUNPAB/IEHO TEXHIYHY NOMUIIKY Y TEKCTi MapKyBaHHS
Tabnetok y 6nictepi; no BTOPUHHOI ynakosku J13; 3ANPOMOHOBAHO: 2.
6 6nicTepiB y KAPTOHHIlA KINTbKICTb AIK0YOT PEHOBUHW [poHenapoH 400 mr 1
Kopoobui TabneTtka MiCTUTb: APOHEeAapOoHy rigpoxnopuay B
nepepaxyBaHHi Ha pPOHEeAAapoH .......... 400 mr 11.
HAAMEHYBAHHS | MICLEE3HAXOIKEHHS
BVPOBHWKA TA/ABO 3AABHWKA Bupo6Huk: CaHodi
BiHTpon IHgacTpia, ®paHuis 1 py ge na Bipx Ambape et
Narpas 33565 KAPBOH B/1IAH CELEKC, ®paHuis.
3a3HaueHe BUMpaB/ieHHSA Bi4NOBIgaE apXiBHUM
mMartepiasiaM peecTpauiiHoro Aocbe
199. | MYNbTUIPU NOpOLUOK AN [enbta LLiBeiuapis dapwmerikc (2011) KaHapa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | Ne 1, Ne 10 - UA/14984/01/01
M AKTUB OpasIbHOro PO34UHY; NO Megiken IHK., KaHaga ((3695 TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta 6e3
1 calue 3 NOpPOLLUKOM [poMOyLLH3 AyTopoyT aec hapmakoHarnsigy. BeegeHHs abo 3miHn go peyenma;
(6e3 BkNagaHHsa y Al NaypeHTigec, y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy Ne 100, Ne
BTOPVHHY yNakoBKy) abo Nasanb, KBebek, (BBEAEHHSA y3ara/lbHEHNX AaHUX NP0 CUCTEMY 1000 - 3a
no 10, 100 a6o 1000 H7L 3H7) hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu, peyenmom
catue 3 MOPOLLKOM Y BUPOGHULTBO, BifjNOBIfabHOI 3a 3[jiiCHEHHS hapmakoHarnsgy;
KapTOHHIA Kopoo6Li KOHTPO/b cepii, KOHTaKTHOT 0CO6U 3 chapmMakoHarnsay 3asBHuKa 415
BWMYCK cepil); 3AjificHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
dapwmerikc (2011) BiIMiHHA BiJ, YNOBHOBaX€eHOI 0CO6M, BiANOBIAA/ILHOI 32
IHk., KaHaga ((921 3[jicCHEeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
leliTBEN, OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-tharina
BypniHrtToH, OHTapio cucTemMu hapmMakoHarnsgy) - 3MiHa yrnoBHOBaXKeHOT
L7L 5K5) nepBrHHe 0cobu 3asBHMKA, BiANOBIAA/ILHOT 32 hapmakoHarnsg.
Ta BTOPUHHE MponoHoBaHa pegakuis: Benrep Jllogmuna AHaToniiBHa.
nakyBaHHS) 3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXEHOT 0CO6Y
3asBHVKa, BiANOBIAA/ILHOT 32 hapmakoHarnsag
200. | MYNbTUTPU NOPOLLOK ANs [enbta LLIseliyapis dapmerikc (2011) KaHaga BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | bes UA/15303/01/01
N CTAPT 0OpaJsIbHOIo PO34UHY; NO Megiken IHK., KaHapa ((3695 MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenma -
1 calue 3 NOPOLLKOM [MpomoyLLH3 AyTopoyT fgec thapmakoHarnagy. BeefeHHs abo 3miHu o Ne 1, Ne 10.
(6e3 BknagaHHs y Al NaypeHTigec, y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy 3a
BTOPWHHY YNakoBKy); No Nasanb, KBebek, (BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy peyenmom -
10, 100 a6o 1000 cawe H7L 3H7) hapmakoHarnsgy, 3miHa yrnoBHOBaXKeHoi ocobu, Ne 100, Ne
3 MOPOLLUKOM Y KapTOHHIl BMPOGHULITBO, Bi4NOBiAa/IbHOI 3a 3AiICHEHHST hapMakoHarnsaay; 1000

KopooLi

KOHTPO/b cepii,
BUNYCK cepii);

KOHTaKTHOi 0c0obu 3 thapMakoHarnagy 3asBHuKa ans
3ailicHeHHs chapmakoHarnsay B YkpaiHi, SKLL0 BoHa
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
dapmerTike (2011) BiIMiHHA BifJ, YNOBHOB&XeEHOI 0CO6W, BiANOBIAA/ILHOI 3a
IHK., KaHapa ((921 3[jicHeHHs1 hapMakoHariaay (BKIKYakuM KOHTaKTHI
FeliTBeiA, [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
BypniHrToH, OHTapio cucTemn hapmakoHarnsgy) - 3MiHa YyNnoBHOBaXKeHOT
L7L 5K5) nepBrHHe ocobu 3asiBHUKa, BiANOBIAa/ILHOT 3a (hapmakoHarnsa,.
Ta BTOPUHHE MponoHoBaHa pepakuis: Benrep Jliogmuna AHaTtoniiBHa.
nakyBaHHS) 3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXXEHOT 0CO6YU
3asBHVKa, BiANOBIAA/IbHOT 38 papmakoHarnsg
201. | MYTA®JIOP Kancynm Appetichapm Himeuunna Apgeiichapm Mv6X HimeuunHa BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/10280/01/01
racTpope3nCTEeHTHI 6X MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
TBepAi; no 10 kancyn y hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
6nicTepi; no 2 6nictepn MapKyBaHHS yNakoBKW /TIKapCbKOro 3ac00y 3 BHECEHHAM
Y KapTOHHIli kopobLi iHchopmawii LWoA0 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS
202. | HATPIO PO34uH ANs iH'ekuid, 200 AT "®apmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 40 peecTpavliiHux MmaTepiasis: 3MiHu | 3a UA/6871/01/01
OKCUBYTUP mr/mn; no 5 a6o 10 mn B TMNYy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom

AT

amnyni; no 5 a6o 10
amnyn y nayyj; no 5 abo
10 mn B amnyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nictepn y nayui 3
KapToHYy

Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
noceigyeHHs). 3MiHa HaliMeHyBaHHSA Ta agpecu
3asBHMKa (BNacHvKa peecTpauiiiHoro nocBigYeHHs).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPKEHHA. 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu Micus
NpoBaf)KEHHN AiS/IbHOCTI BUPObHUKa/imnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoumn AiflbHULI
BMNyCKy cepii abo MicLe NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUPoGHuK/iMnopTep,
BK/IO4al0UM BUMYCK cepiid). 3MiHa HaliMeHyBaHHS Ta
agpecu BUpobHMKa, 6e3 3MiHM MicLs BUPOOHULTBA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMKEHHS.
3MiHu | TUNy - 3MiHK Wono 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn). BHeceHHs 3MiH o
po3giny «MapkyBaHHA» MKA J13. 3arBepaxeHo:
MAPKYBAHHA Bignosigae HafgaHoMy TeKCTY
MapKyBaHHS ynakoBkM npenapaTy. 3anponoHOBaHo:
MAPKYBAHH#A 3rigHo 3aTBEpAXEeHOro TeKCTy
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM iHghopmauii Wwoao
3a3HavyeHHsA OVHULb BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHK 3 AKOCTI. ADI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpO6YyBaHb/nepiogy 36epiraHHsA abo ymMoB 36epiraHHs
A®I (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCHE
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakoner,
LLIO BK/tOYAE nepios NOBTOPHOro BMNpPo6yBaHHs) (nepios
NOBTOPHOrO BMNpobyBaHHsA/nepioa 36epiraHHs) -
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
36inbLeHHs abo BBeAEHHS Nepiody NOBTOPHOrO
BMNpo6yBaHHsA/Nepioay 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCMiIAKEHb Y peasibHOMY yaci. BBeAeHHs
nepiogy peTecTyBaHHs cybcTaHLii 3 pokM Ha OCHOBI
NO3UTMBHUX Pe3ynbTaTiB AOBrOCTPOKOBUX AOCNIMKEHD
CTabiNbHOCTI y peasibHOMYy vaci
3arsepgxeHo: TEPMIH 3BEPIFTAHHA 2 poku.
3anponoHosaHo: NMEPIOA PETECTYBAHHA 3 poku.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA
203. | HEBIAP® Tabnetku no 5 mr; no 10 TOB YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3miHu || 3a UA/17235/01/01
Tabnetok y 6nictepi, no "APTEPIYM "Knismegnpenapat"”, TMny - 3MiHK 3 aKocTi. A®I. (HLWi 3MiHK) - NoAaHHA peyenmom
3 6nicTepu B nayi nTta YkpaiHa oHoBsieHoi Bepcii DMF Adl HebiBonony rigpoxnopuay
(BUPOBHULTBO 3 BUpo6HMKa Hetero Drugs Limited, India (3 AP-02, April
npoaykuii in bulk 2016 Ha AP-00, September 2017+Updates (December
hipMun-BMPOGHMKa 2018 + April 2019))
AKTABIC NTA,
ManbTa, dipmu-
BMPOGHUKa
"BankaHtapma-
AynHiua” AL,
Bonrapisi, KOHTPONb
SKOCTI, BUNYCK cepii)
204. | HEBIAP® TabneTkn, BKPUTI TOB YKpaiHa MNAT YkpaiHa/ BHECEHHS 3MiH 4,0 peecTpaviliHnx martepiasis: 3miHu Il 3a UA/17352/01/01
nntoc NAiBKOBOK 000I0HKOMO, "APTEPIYM "KuiBmegnpenapat"”, Bonrapis/ My - 3MiHK 3 AKOCTi. A®L. KOHTpOob AP (iHLWi 3MiHW) - peyenmom
no 5 mr/12,5 mr; no 10 nTao” YkpaiHa IHais/ nofaHHsa oHosrieHoi Bepcii DMF A®l Hebisonony
TabneTtok y 6nictepi, no (BMPOGHMLTBO ITanis rigpoxnopugy Bupo6Huka Hetero Drugs Limited, India (3

3 6nicTepu B nayi

(chbacyBaHHs) 3
npoaykuii in bulk
hipMmn-BMPOGHMKa
Bankandapma -
fynHiua Al
Bonrapisi (nepBuHHe
Ta BTOPUHHE
naxyBaHHs,
KOHTPO/Ib SIKOCTi Ta
BUMYCK cepii)
BatcoH ®apma
Mpusat Jiumutep,
IHAia (BUpOBHULTBO,
KOHTPO/b SKOCTI);
hipMmn-BMPOGHMKa
®daitH dyac eHg
dapmacbioTikanc
HT.M.C.NA,
ITanisa
(BMPOGHMLTBO,
nepBrHHe Ta

AP-02, April 2016 Ha AP-00, September 2017+Updates
(December Update 2018 + April 2019))
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BMNyCK cepii))
205. | HEBIBONOAN Tabnetku no 5 mr; in TOB YkpaiHa "BankaHapma - Bonrapisi/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3miHu |l - UA/17220/01/01
bulk: no 10 kry "APTEPIYM [OynHiua" A, MauibTa MRy - 3MiHu 3 akocTi. ADL. (iHWi 3MiHK) - BUpobHuk AdI
nonieTMIeHoOBOMY NakeTi nTta Bonrapisi; Aktasic Heb6iBonony rigpoxnopug cipma Hetero Drugs Limited,
nta, Manbta IHais oHoBWNa Bepcito DMF Ha: September 2017 +
Updates (December 2018+April 2019)
206. | HE®PO®DIT 36ip no 50 r a6o no 100 TOB YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH 0 peecTpaLliiiHux MmaTepiasis: 3MiHu | 6e3 UA/3551/01/01
Iy naketi, BKnageHomy "HaykoBo- BMpPOOHUYa TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peuyenma
B nauky; no1,5ry BMPOGHMYA thapmaveBTUyHa thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
inbTp-nakeTi; no 20 hapmaueBTny KoMnaHis "EM" po3ainy «MapkyBaHHs» MKA J13: 3anponoHoBaHo:
inbTp-nakeTiB y naywi Ha KoMnaHis MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
"ENM" MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKM NiKkapCbKOro 3acoby LL0AO 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHA Y cucteMi Sl. BBegeHHs 3MiH
NpoTArom 3-x MicALIB MIiC/1A 3aTBEPL)KEHHS
207. | HIKOPETTE® | nbOAsHVKWM NpecoBaHi MakHin Ab Lseuis MakHin Ab Lseuis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/14535/01/01
KPVM)XAHA no 2 mr; no 20 MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma
M'ATA NbOASHNKIB y donin- hapmakoHarnsigy. BeegeHHs abo 3miHn go
ynakoBLi y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX PO cUcTemy
hapmakoHarsisgy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
3[ilicHeHHs1 chapMakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHa Bif, YNOBHOBaXeHOI 0cO6W, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnaay (BKYarUy KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3MilLeHHiI MacTep-harina
cucTemu chapmMakoHarnsgy) - 3MiHa yrnoBHOBaXKeHO|
ocobu 3asBHKKA, BiANOBIAa/IbLHOI 3a thapMakoHarnsag,.
MponoHoBaHa pegakuis: ArHewka Meiiuep-AaHH /
Agnieszka Majcher-Dann. 3MiHa KOHTaKTHUX JaHUX
YyNOBHOBaXEHOI 0c06M, BigNoBigansLHOI 3a
hapmMakoHarnsg. 3miHa Micus 34ilCHEHHS1 OCHOBHOT
LifNbHOCTI 3 thapmakoHarniagy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina
208. | HIKOPETTE® | nbOAAHUKM NPecoBaHi MakHin AB LLBeuis MakHin AB LLiBeuis BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 6e3 UA/14535/01/02
KP/KAHA no 4 wmr; no 20 TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenma
M'ATA NboASHUKIB y donin- thapmakoHarnsgy. BeegeHHs abo 3miHn go

ynakoBLi

y3ara/ibHeHUX JaHnx Npo cucTemy cpapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUCTeMy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NoBiAa/IbHOI 3a 3MiICHEHHST hapMaKoHarnsaay;
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTaKTHOi 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
3[4iiCHEeHHs1 hapMakoHaraay B YKpaiHi, AKLLo BOHa
BiIMiHHA Bif, YyNOBHOB&XeHOI 0co6y, BiANOBIAA/ILHOI 3a
3[jicCHeHHs hapmMakoHariaay (BK/IHYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmilLeHHI MacTep-thaiina
cucTemn hapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT
ocobu 3asBHKKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
MponoHoBaHa pefakuis: ArHeluka Meiuep-AaHH /
Agnieszka Majcher-Dann. 3miHa KOHTaKTHUX JaHWX
YMOBHOB&XEHOI 0co6u, BiANOBIAa/IbHOT 3a
thapmakoHarnag. 3MiHa MicLs 34ilACHEHHSI OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnagy. 3miHa
MicLle3Hax0oMKEHHS1 MacTep-thana

209.

HIMEAAP

rpaHynun gnsa opasibHoi
cycneHsii, 100 mr/2 r no
2 1 rpaHyn B
O[HOA,030BOMY NakeTi;
no 9 a6o no 15, a6o no
30 nakeTiB y KopobLi

MpAT
"PapmaueBTu
YyHa hipma
"fapHuus"

YKpaiHa

MpAT
"®GapmaLieBTnyHa
ipma "JapHnus”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
Tuny - nogaHHA Hosoro CEP Ne R1-CEP 2002-046-Rev
06 ona A®| Himecynigy Bif HOBOro BUpPO6HMKa Aarti
Drugs Ltd., IHAis, 00 BXe 3aTBEP)KEHOI0 BUPOOHMKA
Vital Health Care Pvt., Ltd., IHgjs. BBeA€HHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS;
3MiHuM | TUNY - 3MiHK 3 AkocTi. APl KoHTponb A®I. 3miHa
y MeTogax sunpobysaHHA APl abo BuxigHoro
marepiany/npomMiKHOro NPOAYKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AD| (iHLWi
3MiHM y MeTogax BUNpobyBaHHA (BK/IO4aUM 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIXXKHOTO
NPOAYKTY); CyNyTHA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneumdikavivi
Ta/abo fonycTMMMNX MEX, BUSHAYEHNX Y creumdikalisx
Ha A®I, abo BUXigHWI/NPOMIKXHWIA NpoAYKT/peareHT, Wo
BMKOPWCTOBYIOTbCSA Y npoueci BupobHuytea A®| (iHwwi
3MiHM) - 3MiHK 0 cneyudikauii Ta MeToaiB KoHTpoo AdI
3a NokKasHvkamu: «PO3UMHHICTb», «laeHTudiKaLisn»,
«OnTUYHa rycTuHa» Ta «KinbkicHe BU3HAYEHHS» -
HOPMyBaHHS Ta METOANKN KOHTPO/IO 3aUNLLEHi 6e3 3MiH,
BHeCeHi pefakuiliHi npaBku; «CynpoBifHi JOMILLKU» - B
MeTOANLj KOHTPOJIO YTOUYHEHI TEPMIHW NPUAATHOCTI
6ychbepHoro posumHy pH 7,0, po3uunHiB NOPIBHSAHHS (C),
(d), (e) Ta BUNPOGYBAHOIr0O PO34MHY, @ TaKOX
3anponoHoBaHa a/ibTepHaTVBHA KOJIOHKA, A04AaTKOBO
BHECEHi pefakLiliHi NpaBku, HOPMYBaHHS 3a/MLLEeHO 6e3
3MiH; «3a/IMLLKOBI KiNIbKOCTi OpraHiyHnX pO34MHHUKIB» -
ans supo6Huka Vital Health Care Pvt., Ltd. HopmyBaHHs
Ta MeToAuka BUnpobyBaHHSA 3a/mLLeHi 6e3 3MiH, B
MEeTOAMNKY BHECEHI TEPMiHN NPUAATHOCTI PO3UNHY
MOPIBHAHHSA, Y PO3paxyHKoOBY )OpMy/ly BHECEHI NpaBkMy,
OCKi/IbKW pe3ynibTaTh KOHTPOJII0 3anpOonoOHOBaHO
npeacTasnATv y ppm ans supobHuka Aarti Drugs Ltd.
cneumdikaLlito JONOBHEHO KPUTEPISM NPUAHATHOCTI Bif,

3a
peyenmom

UA/15433/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3anpornoHoBaHOro BUpo6HUKa, MeToAvKa BiAnoBigae
mMaTtepianam Bupo6Huka CEP; «MikpobionoriyHa
yncTtoTa» - NPUBEAEHO Y BIANOBIAHICTL A0 BUMOT EP
2.6.12, 5.1.4. BBeaeHHs 3MiH MPOTAroM 6-Tu MicsLiB
nicna 3aTBepXeHHs; 3MiHW | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHM y MeTofax
BMNpoOGyBaHb (BK/IOYaouM 3amiHy abo fONOBHEHHS));
CynyTHS 3MiHa - 3MiHUM 3 AKOCTi. [0TOBWIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
rOTOBOrO J1iKapCbKOro 3acoby (iHLWi 3MiHK) - 3MiHM 80
MeToZiB KOHTposto /13 3a nokasHvkamy «OfHOPIAHICTb
[030BaHNX O4NHULE», «CynpoBiAHI AOMILLKN»,
«Po3unHeHH:A» Ta «KinbkicHe BU3HAUYEHH:», WO
06YMOB/IEHO BHECEHHAM pefaKLiiiHiX npaBok,
HOPMYBaHHS Ta MeToAuKa BUNPoOyBaHHA 3a/nLLeHi 6e3
3MiH; «MikpobionoriyHa unctoTa» - cneymdikalio Ta
MeTOoAMKY BUNpoOyBaHHA NpYBEAEHO Y BiANOBIAHICTL 40
Bumor EP 2.6.12, 2.6.13, 5.1.4 BBefieHHs 3MiH NPOTSArom
6-TV MicALIB NiCNA 3aTBEPPKEHHS; 3MiHM | TuMy - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWNIA/MPOMIXHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NpoLieci
BMPO6HMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HMKa
AKOCTI (Hanpvknag BUTyYeHHS 3acTapisioro NoKasHuka))
- BUNy4YeHHs 3i cneyndikauii Ta MeToaiB KOHTposno Ad|
nokasHuka «Badki MeTanin» Ha OCHOBI OLLiHKV PU3VKIB
BignosigHo Ao KepisHuuTtea ICH Q3D. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIYKEHHS

210.

HIMECYNIA4

Tabnetkn no 0,1 r, no 10
Tabnetok y 6nictepi; no

1 a6o 3 6nictepu y
nauuj 3 KapToHy

MpuBaTHe
akujioHepHe
TOBapWCTBO

"Nlekxim-
Xapkis"

Ykpaina

MpusatHe
akujioHepHe
TOBapuCTBO

"Jlexkxim-Xapkis"

Ykpaina

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu |
MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS yNakoBKW /TIKapCbKOro 3ac00y 3 BHECEHHAM
iHchopmawii LWoA0 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y
cuctemi Sl. OHOBEHHS BXe 3aTBEPKEHOIO TEKCTY
MapKyBaHHS Ta BHECEHHS 3MiH A0 po3giny MK4A.
MponoHoBaHa pepakuis: MAPKYBAHHSA. BignosigHo o
3aTBEPAKEHOrO TEKCTY MapKyBaHHS. TepMiH BBEEHHS
3MiH - NPOTArOM 3 MIiCALIB MiCNA 3aTBEPMKEHHS

3a
peyermom

UA/6540/01/01

211.

HIMECYNnIA4

Tabnetkm no 0,1, in

bulk: no 3000 TabneTtok

Y KOHTelHepax

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"JlekxiM-

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"Jlekxim-XapkiB"

YKpaiHa

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu |
TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW NikapCbKOro 3acoby 3 BHECEHHSM

UA/6541/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Xapkis" iHchopmawii LoA0 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y
cuctemi Sl. OHOBEHHS BXe 3aTBEPKEHOIO TEKCTY
MapKyBaHHs: no 3000 TabneTokK y KoHTeliHepax
(BHECEHHSA NO3HAYeHb OMHULE BUMIPIOBAHHS, 3
BUKOPUCTAHHAM J1iTep NaTUHCLKOro andasity) Ta
BHECEHHS 3MiH 0 po3giny MKA. MNMponoHosaHa
pepakuis: MAPKYBAHHSA. BignosigHo o
3aTBEPKEHOr0 TEKCTY MapkyBaHHs. BignosigHo o
3aTBEPKEHOrO TEKCTY MapKyBaHHS, L0 J0AaETbCS.
TepMmiH BBeZEHHS 3MiH - NPOTArom 3 MicsLiB nicns
3aTBEPAXKEHHSA
212. | HOBOHOPM Tabnetkn no 2 mr no 15 A/T Hoso [anis A/T Hoso Hopgick, JIECTEY BHECEHHS 3MiH [0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 3a UA/1582/01/03
® Tabnetok y 6nictepi; no Hopgaick [JaHis (go3Bsin Ha HimeuunHa MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
2 abo 6 bnicTepiB y BUNYyCK cepii); thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
KapTOHHIM nayui BepiHrep po3giny MKA: MapkyBaHHs
IHrenbxanm ®apma 3aTBeppkeHa pepakuis: MNpunaraetcs. MNponoHoBaHa
m6X i Ko. K, pefakuis: 3rifHO 3aTBEPKEHOro TEKCTY MapKyBaHHS.
HimeuunHa OHOB/IEHHSI TEKCTY MapKyBaHHS! YNakoBKW /ikapCbKoro
(BMpOGHMLTBO 3aco6y 3 BHECEHHSAM iHchopMaLii LWoA0 3a3HaYEHHS
Hepo3dghacoBaHoro OAVHWLb BUMIPIOBaHHA Y cucteMi Sl. BBeeHHs 3MiH
npoaykKTy); npoTArom 6 micAuiB nicns 3aTtBepakKeHHs
KataneHT [xemeHi
WopHaopd Mm6X,
Himeuunna
(BUPOGHWMK
BiAnNoBigabHUIA 3a
nepBrHHE Ta
BTOPVHHE
nakyBaHHs)
213. | HBKOPEKCAH | Tabnetku, no 25 abo no Bionoriwe HimeuunHa Bionoriwe HimeuyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/17415/01/01
® 50 TabneTtok y XalinbMmiTTens Xalinbmitrens YTOYHEHHSA B Haka3i MO3 YkpaiHu Ne 2467 Big peyenma
KOHTElHepi Xeenb Mv6X Xeenb Mv6X 30.10.2020 poky o040 HanucaHHs npoueaypu: 3miHu |
noninponizieHoBoMmy; no My - 3MiHW WoAo 6e3nekn/edhekTMBHOCTI Ta
1 KoHTeHepy B KOpoOLi chapmakoHarnsgy - OHOBIEHHSI TEKCTY MapKyBaHHS
3 KapTOHY yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmavii
LLI00 3a3HAYEHHS OAMHULb BUMIPIOBaHHS y cucTeMi Sl.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPAKEHHS
214. | OBAKIO® TabneTkn, BKPUTI TOB "CaHoi- YkpaiHa CaHodpi BiHTpon dpaHuis BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/13689/01/01
NAiBKOBOK 000I0HKOHO, ABEHTIC IHpacTpia TMNYy - 3MiHK 3 AKocTi. A®l. KoHTponb A®I. 3miHa y peyernmom
no 14 wmr; Ne28 (14x2): YkpaiHa" napameTpax cneupudikaLiin Ta/abo AonyCTUMUX MEeX,

no 14 TabneTok,
BKPUTUX N/1IBKOBOIO
060/10HKOI0, B 6nicTepi 3
Q/TIOMIHIIO; Mo 2
6nicTepu BKI1aAEHO B
yNakoBKy TNy ramaHLs;
KOXHa yrakoBKa Tuny

BM3HA4YeHUX y cneyudpikauisix Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuLTea A®I
(3BYXKEHHSA [0MYyCTUMUX MEX, BU3HAYEHUX Y
crneundikawii) - 3BY>XX€HHS AONYCTUMUX MEX
3a/IMLLKOBOrO PO3UYMHHMKA MEeTUNMI300yTUIKETOHY (MIBK)
y Ljt0uili peYOBWHI, Y 3B'A3KY i3 NPUBEAEHHSIM [0 YMHHMX
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
raMaHus posmillieHa y BuMmor ICH, sik onucaHo B KepiBHuutsi ICH Q3C (R6).
3axX1CcCHOMy qoyTNspi; No [ns rapmoHisauii cneyudikauii oaMHULA Mex
1 ynakosuji Tuny NPUAHATHOCTI A1 NOKA3HWKIB «3a/INLLKOBI KiNIbKOCTi
ramaHus y pytnspi OpraHiYHUX PO34YMHHUKIB», «CynpoBifgHI AOMILLIKM» Ta
BK1aieHO B KAPTOHHY «Baxkki MeTasin» Takox 6yayTb 3MiHEHi 3 ppm Ha pg/g, Ui
KOpobkKy; Ne84 (14x6): 3MiHV € NLe peaakyiliHiMu npaBkamu. MponoHoBaHa
no 14 tabneTok, pepakuis Residual Solvents (GC) Ethyl acetate < 5000
BKPUTUX NAIBKOBOIO pg/g MIBK < 4500 pg/g Toluene < 890 ug/g Related
060/10HKOIO, B 6nicTepi 3 impurities (HPLC) 4-TFMA < 107 pg/g Heavy metals: <
antominito; no 2 20 ugl/g
6nictepu BKNageHo B
yNaKkoBKy TWMY ramaHLs;
KOXHa yrnakoBKa Tumny
ramaHusA posmilleHa y
3axvcHoMy dpyTnspi; no
3 ynakoBku Tumny
ramaHus y qytnsapi
BK/1a[IEHO B KAPTOHHY
KOpOG6KyY
215. | O3AJIEKC® TabneTku, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/16949/01/01
NAiBKOBOK 060/TI0HKOIO, PAPM" DAPM" My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 10 mr, Ne28 (14x2): thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
no 14 Tabnetok y MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3 BHECEHHSM
6nicTepi, no 2 6nictepn iHchopmawii LWoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
Y KapPTOHHI1 ynakoBLi; cucTeMi Sl. BHeceHHs 3MiH J0 po3ainy “MapKyBaHHSA"
Ne84 (14x6): no 14 MKSA N3: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo i3
Tabnetok y 6nictepi, no 3aTBEPKEHUM TEKCTOM MapKyBaHHA. TepMiH BBEAEHHS
6 GnicTepiB y KapTOHHIA 3MiH: NpoTArom 6 MicsALiB 3 AaTV 3aTBEPAKEHHS
ynakoBLi
216. | O3AJIEKC® TabneTkn, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | 3a UA/16949/01/02
NAIBKOBOK 060/TI0HKOHO, PAPM" DAPM" MYy - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom

no 20 mr Ne28 (14x2): no
14 Tabnetok y 6nictepi,
no 2 6nictepn y
KapTOHHI ynakoBLi

hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHSA TEKCTY
MapKyBaHHS YNakoBKW NikapcbKoro 3aco6y 3 BHECEHHSIM
iHthopmawii LWoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
cuctemi Sl. BHeCEHHS 3MiH A0 po3giny “MapkyBaHHS"
MKSA N3: 3anponoHosaHo: MAPKYBAHHSA 3rigHo i3
3aTBEPKEHUM TEKCTOM MapKyBaHHSA. TepMiH BBEAEHHS
3MiH: NPOTAroM 6 MiCALIB 3 AaTW 3aTBePAKEHHS




98

Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
217. | O3A/IEKC® TabneTku, BKpUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/16949/01/03
NNiBKOBOK 000JI0HKOHD, PAPM" PAPM" TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 40 mr Ne28 (14x2): no thapmakoHarnagy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
14 Tabnetok y 6nicTepi, MapKyBaHHS! yMakoBKU JTIKaPCbKOro 3ac0by 3 BHECEHHAM
no 2 6nicrepun y iHbopmauii WwoA0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y
KapTOHHIA ynakoBLi cucTeMi Sl. BHeceHHs 3MiH A0 po3ainy “MapkyBaHHS"
MK$A N3: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo i3
3aTBEPAKEHNM TEKCTOM MapKyBaHHS. TepMiH BBELEHHS
3MiH: NPOTArom 6 MicsLiB 3 AaTV 3aTBEPAYKEHHS
218. | OKTPEOTWUA- | po3yvH Ans iH'eKUil, no M.BioTek Benvka Brpo6HWK, LWo HimeuunHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | 3a UA/14242/01/01
MB 0,05 mr/mn, no 1 mn B NimiTen BpuTaHis Bignosigae 3a TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
amnyni, no 5 amnyn B BUMYCK Cepii: thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
nauuj 3 KapToHy Benganic Mv6X, MapKyBaHHS! yNakoBKU JTiKapCbKOro 3acoby 3 BHECEHHAM
HimeuuunHa; iHbopmaLii Woa0 3a3HaYeHHS OAUHMLL BUMIPIOBAHHS Y
Brpo6HuK, Wwo cuctemi Sl. BBeieHHA 3MiH NpoTArom 6-T1 MicALiB nicns
3[iACHIOE MOBHUIA 3aTBEPIKEHHS
LMK BUPOGHULTBA,
KpiM BUMYCKY Cepii:
Baccepbyprep
ApLHeMITTENbBEPK
m6X, HimeyunHa
a6o Contochapm
dapmauoliTille
EpuofirHicce Mm6X,
HimevunHa;
anbTepHaTUBHWIA
BMPOGHUK, LLLO
3[jiCHIOE BTOPVHHE
nakyBaHHS:
BiokaHon ®apma
'mM6X, HimeuunHa
219. | OKTPEOTUA- | po3yvH Ans iH'exuild, no M.BioTek Benvka Bupo6HuK, Lo HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/14242/01/02
Mb 0,1 mr/mn, no 1 mn B NimiTeq BpuTaHis Bignosigae 3a My - 3MiHW WoAo 6e3nekn/edhekTMBHOCTI Ta peyenmom

amnyni, no 5 amnyn B
nauui 3 KapToHy

BUNYCK Cepil:
BeHpanic M'vbX,
HimeuuunHa;
Brpo6HWK, LWo
3[iICHIOE NOBHMIA
LKA BUPOGHMLTBA,
KpiM BUMYCKy cepii:
Baccepbyprep
ApuHelimMiTTeNnbBepK
v6X, Himeuunna
abo Contohapm
dapmavoiiTiwe
EpuotirHicce MTm6X,
Hime4yuunHa,

hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3 BHECEHHSM
iHthopmawii LoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPIKEHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
anbTepHaTUBHWIA
BUPOBHUK, LLIO
34iliCHI0OE BTOPVHHE
nakyBaHHS:
BiokaHon ®apma
'm6X, HimeyunHa
220. | OKTPEOTWUA- | po3yvH Ans iH'eKuild, no M.BioTek Benvka Brpo6HWK, LWo HimeuunHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/14242/01/03
MB 0,5 mr/mn, no 1 mn B NimiTen BpuTaHis Bignosigae 3a TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
amnyni, no 5 amnyn B BUMYCK Cepii: thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
nauuj 3 KapToHy Benganic Mv6X, MapKyBaHHS! yMakoBKU JTiKapCbKOro 3acoby 3 BHECEHHAM
HimeuuunHa; iHbopmaLii Woa0 3a3HaYeHHS OAUHWLL BUMIPIOBAHHS Y
Brpo6HuK, Wwo cuctemi Sl. BBeeHHA 3MiH NpoTArom 6-T1 MicaLiB nicns
3[iACHIOE MOBHUIA 3aTBEPIKEHHS
LMK BUPOGHULTBA,
KpiM BUMYCKY Cepii:
Baccepbyprep
ApLHeiMITTENbBEPK
m6X, HimeyunHa
a6o Contochapm
dapmauoliTille
EpuofirHicce Mm6X,
HimevunHa;
anbTepHaTUBHWUIA
BMPOGHUK, LLLO
3[jiCHIOE BTOPVHHE
nakyBaHHs:
BiokaHon ®apma
'mM6X, HimeuunHa
221. | ONNA30/1b® aepo3osb, No 60 ry AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/0790/01/01
6as10Hi 3 KnanaHom MRy - 3MiHK Woao 6e3nekn/edeKkTMBHOCTI Ta peyenma
6e3nepepBHoOI Ail; no 1 thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
6an0Hy 3 Hacaako Ta po3ainy «MapkyBaHHs1» MKS J13: 3anponoHoBaHo:
3axXMCHMM KOBMaYyKkoM B Posgin MAPKYBAHHA BignosigHo 40 3aTBEpAXeHOro
nauti 3 KapToHy TEKCTYy MapKyBaHHS. 3MiHW BHECEHI B TEKCT MapKyBaHHSA
yNakoBKM iKapCbKOro 3acoby o0 3a3HauYeHHs
OAVHWLb BMMIpOBaHHS Y cuctemi Sl. BBegeHHs 3MiH
NPOTArom 6-TV MiCAILiB MiCNs 3aTBEPYKEHHS
222. | oniA pigvHa (cybcTaHuis) y AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHnx maTepianis: 3miHu Il - UA/14245/01/01
XMENO dhnakoHax CKASTHUX ANs TUNY - BHECEHHS1 a/lbTEPHATMBHOIO BUPOGHMKA BUXIAHOT

thapMaLeBTUYHOTO
3aCTOCYBaHHs

cupoBuHY Onia xmento S.C. Aromatics S.R.L., PymyHis.
3a nokasHuKamMu SKOCTi BUXiHa CMPOBMHA

NPOMNOHOBAHOIO BUPOOHMKA iAEHTUYHA CUPOBWHI

3aTBEPKEHOr0 BUPOOHYMKA, TOOTO XOAHUX 3MiH Y

cneumadikalii 4N BXiLHOrO KOHTPOSIO0 CUPOBUHMN He
Bibynocs. 3anponoHoBaHi BUPOOHMKM BUXiAHOT
cupoBuHK: TOB «Arpochapmak», YkpaiHa, S.C.

Aromatics S.R.L., PymyHis
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
223. | OHAAHCETP | po3uuH Aans iH'ekuii, 2 MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/10250/01/01
OH Mr/mn no 2 Ma abo 4 mn akuioHepHe akuioHepHe TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
B amnyni; no 5 amnyny TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
nauuj; no 2 mn abo 4 mn "Nlekxim- "Nlekxim-Xapkis" MapKyBaHHS! yMakoBKU JTIKaPCbKOro 3ac0by 3 BHECEHHAM
B amnyni; no 100 amnyn Xapkis" iHbopmauii WwoA0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y
y nauyui; no 2 mn abo 4 cuctemi Sl. OHOBEHHS BXe 3aTBEPKEHOIO TEKCTY
M B amnysii; no 5 MapKyBaHHS Ta BHECEHHS 3MiH A0 po3ainy MK4A.
amnyn y 6nictepi; no 1 MponoHoBaHa pepakuis: MAPKYBAHHSA BignosigHo Ao
6nicTepy B navui 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBEAEHHS
3MiH: NpOTAroM 3 MicALB 3 AaTW 3aTBePAKEHHS
224. | OHAAHCETP | po3uunH sl iH'ekuiin, 2 MpuBaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | - UA/10251/01/01
OH mr/mn in bulk: no 2 a6o akujioHepHe aKujioHepHe MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
4 mn B amnyni; no 100 TOBapUCTBO TOBapUCTBO thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
amnyn y kopobui "J1ekxim- "Jlekxim-Xapkis" MapKyBaHHS YNakoBKM NiKapCbKoro 3aco6y 3 BHECEHHAM
Xapkis" iHthopmawii LLoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
cuctemi SI. OHOBNEHHS BXe 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs no 2 Mma abo no 4 mn B amnyni; no 100
amnyn y Kopob6Li (BHECEHHS NO3HAaYeHb OAVHUL
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM NiTep NaTUHCbKOro
angasiTy) Ta BHeCeHHs 3MiH 40 po3ainy MK4H;
nponoHoBaHa pegakuis: MAPKYBAHHA
BignosigHo [0 3aTBEPKEHOr0 TEKCTY MapKyBaHHSI.
BignosigHO [0 3aTBEPMAXXEHOr0 TEKCTY MapKyBaHHS, L0
popaetbea. TepmiH BBEAEHHSA 3MiH: NPOTAromM 3 MicsuiB
3 1aTh 3aTBEPMAKEHHS
225. | ONATAHON® | kpanni o4Hi, 1 mMr/mn; no Hosapric LLBeiiuapis AnkoH Kysi, C.A,, Benbris/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/4986/01/01
5 mMny dhnakoHi- dapma Al IcnaHis; AnKoH- Icnanis TUMYy - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema peyenmom

KpanesnbHuui “Apon-
TeitHep®"; 1 abo 3
dhnakoHu-kpanenbHuLi B
KOpoO6Lii 3 KapTOHY

KyBpbop, benbris

KOHTeliHep/ 3aKkynoploBasibHWiA 3acib, a came 3miHa
Ha3BW NocTavasibHNKa KOMNOHEHTIB NEPBUHHOI YNakoBKu
Polypropylene (PP) 15 mm Tamper Evident Closure Ta
LDPE 5 ml DROP-TAINER Bottle 3 EDP Ha
Gerresheimer; 3MiHU1 | TUNY - BHECEHHSA 3MiH 40 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHWiA 3acib,
a came 3MiHa Ha3BW NocTadYasibHUKa KOMMNOHEHTIB
nepBrHHOI ynakoBku Polypropylene (PP) 15 mm Tamper
Evident Closure Ta LDPE 5 ml DROP-TAINER Bottle 3
Rexam Pharma Ta Risdon Ha BPRex Healthcare; 3miHu |
TUNy - BHECEHHSA 3MiH A0 p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoptoBasibHWIA 3acib, a came 3MiHa
Ha3BW MocTavyasibHNKa KOMNOHEHTIB NEPBUHHOI YNakoBK/
Polypropylene (PP) 15 mm Tamper Evident Closure Ta
LDPE 15 mm Dispensing Plug 3 Rexam Pharma 1a
Risdon Ha Nemera; 3MiHW | TUMY - BHECEHHA 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoptoBasibHUiA 3aci6,
a came 3MiHa Ha3BW NocTadvasibHMKa NakyBasIbHUX
marepianis KOMMOHEHTIB NEePBMHHOT ynakosku LDPE 5
ml DROP-TAINER Bottle Ta LDPE 15 mm Dispensing
Plug 3anponoHoBaHo: Resin: LyondellBasell Purell PE
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

1840H LDP;
3MiHU | TUNY - BHECEHHSA 3MiH A0 p. 3.2.P.7. Cuctema
KOHTEliHep/ 3aKynoproBasibHUIA 3aci6, a came BUTyUYEHHS
noctavyasibH1Ka KOMMNOHEHTIB NEePBUHHOT yNakoBKu
(Polypropylene (PP) 15 mm Tamper Evident Closure,
LDPE 15 mm Dispensing Plug Ta LDPE 5 ml DROP-
TAINER Bottle) - STE Packaging Development; 3MiHu |
TUNYy - BHECEHHSA 3MiH A0 p. 3.2.P.7. Cuctema
KOHTEeliHep/ 3aKynoproBasibHUIA 3aci6, a came BUTyUYEHHS
noctavyasibH1Ka KOMMNOHEHTIB NEePBUHHOT yNakoBKu
(LDPE 15 mm Dispensing Plug) - EDP;
3MiHW | TNy - BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoploBasibHWiA 3acib, a came fofaBaHHS
noctavyasibH1UKa KOMMNOHEHTIB NePBUHHOT yNaKkoBKu
(LDPE 15 mm Dispensing Plug Polypropylene (PP) 15
mm Tamper Evident Closure) - Moll Industries.
3MiHU | TUNY - BHECEHHA 3MiH A0 p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWIA 3aci6, a came fofaBaHHs
noctavyasibH1Ka KOMMNOHEHTIB NEPBUHHOT yNakoBKu
(LDPE 5 ml DROP-TAINER Bottle) - Nolato Jaycare

226.

OPAMOP®

PO34NH OpasTbHUIA, 2
mr/mn, no 100 mny
donakoHi; no 1 dpnakoHy
3 KPYILLIKOIO Ta MipHUM
KOBMAYKOM Y KapTOHHil
ynakoBLi

N. MonTeHi i K.
aei dpatenni
AnitTi Cocieta
ai Esepunuio
C.n.A.

ITanis

. MonTeHi i K. gei
®.ani AnitTi Cocieta
ni Ezepuuuio C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu |
TMMY - 3MiHW BHECEHO [0 iHCTPYKLiT A58 MeAn4HOro
3acTOCyBaHHSA NikapcbKoro 3acoby [0 po3fainis
"B3aemogis 3 iHWMMK fikapCbKMmy 3acobamm Ta iHLLi
BVAM B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHsA
rpyaato”, "Cnocib 3actocyBaHHs Ta 4o3n",
"Mepepo3yBaHHsa", "lMob6iyHI peakuii” BiANOBIAHO A0
pekomeHaauiin PRAC.

BBefeHHst 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPAKEHHSA

3a
peyermom

UA/16032/01/01

227.

OPYHIrAN®

kancynu no 100 mr; no 4
Kancynm B 6nictepi; no 7
6nicTepiB y KAPTOHHIi
Kopobui; no 5 kancyn y
6nicTepi; no 3 6nictepn
B KapPTOHHI kopobui

TOB
"IKOHCOH i
J>KOHCOH
YkpaiHa"

YKpaiHa

AHccen-Cinar C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3 BHECEHHSM
iHthopmawii LoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
cuctemi Sl

3a
peyenmom

UA/2415/02/01

228.

OP®ALVH

Karncynv TBepaji no 2 Mmr;
no 60 kancyn y gonakoHi;
no 1 pnakoHy B
KapTOHHI ynakoBLi

Csigiw
OpchaH
BiosiTpym
IHTepHelLeHen
AB

Lseuis

Anotek NpogakiiH &

Ne6opeTpiep Ab,
Lseuis
(BpO6GHMLTBO 3a
NMOBHUM LUK/IOM);

AnoTtek NpogakH &

Ne6opeTpiep AB,

LLIBeuist (KOHTPO/b

SAKOCTI)

LWsewis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |
TUNY - HE3HAYHI 3MiHM Y MeToAax BUNpobyBaHHsA 13 3a
NMOKa3HMKOM «PO3UYMHEHHS»; 3MiHM | TUMY - NoAaHHA
oHoBrieHoro ME-CepTudikaTy BifnoBigHOCTI
€ponelicbkiii papmakonei Ne R1-CEP 2000-045-Rev
04 ans ponomikHOT peyoBnHM Gelatin Big, BXxe
3aTBepKEHOro BUPOBHYKa, K HACMifoK 3MiHa Ha3BMK Ta
agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta

3a
peuyenmom

UA/13603/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

3MiHa Ha3BU Ta agpecy BUPOOGHNYMX AifIbHULL; 3MiHW |
TUNy - NofaHHsA oHoBrieHoro ME-CepTudikaty
BifnoBigHoCTI €Bponelickkili hapmakonei Ne R1-CEP
2005-217-Rev 02 gns gonoMixHoi pevoBunHu Gelatin Big,
BXe 3aTBepxeHoro Bupo6bHuka Nitta Gelatin Inc; 3miHu |
Tuny - BunyyeHHs ME-CeptudikaTy BifgnoBigHOCTI
€poneiicbkoi Papmakonei R1-CEP 2004-247-Rev 00
0151 ONOMDKHOI PEYOBUHY XenaTtuH; 3miHu | Tuny -
BUNy4YeHHs ME-CepTtudikaTy BifnoBigHOCTI
€poneiicbkoi Papmakonei R1-CEP 2004-320-Rev 00
NS AONOMDKHOT Pe4OBUHY XenaTuH

229,

OP®AIVH

Kancynm Teepgi no 5 wr;
no 60 kancyn y dhnakoHi;
no 1 cpnakoHy B
KapTOHHI ynakosLii

Csigiw
OpdhaH
BioBiTpym
IHTepHelueHen
ABb

Lseuis

Anotek NpogakwH &
Ne6opeTpiep AB,
LLseuis
(BMPOGHMLTBO 3a
MOBHWM LMK/IOM);
AnoTtek NpogakiH &
Neb6opeTpiep Ab,
LLBewist (koHTpOsb
AKOCTI)

Lseuis

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu |
TUMY - HE3HAYHI 3MiHW Y MeTodax BUNpobyBaHHs 13 3a
NMOKa3HNMKOM «PO3UYMHEHHS»; 3MiHK | TUMy - NodaHHA
oHoBrieHoro ME-CepTtudikaTy BifgnoBigHOCTI
€ponevicbkint hapmakonei Ne R1-CEP 2000-045-Rev
04 ans ponomikHOT pedoBnHM Gelatin Big, BXxe
3aTBEPAKEHOI0 BUPOBHYKA, SIK HACAIAOK 3MiHA Ha3BK Ta
aapecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BW Ta agpecy BUPOGHNYMX AifIbHULLL; 3MiHW |
TMNYy - NoAaHHs oHoBrieHoro ME-CepTudikaty
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2005-217-Rev 02 gns gonomixHoi peuosunHu Gelatin Big,
BXe 3aTBepxeHoro Bupo6bHuka Nitta Gelatin Inc; 3miHum |
TMNy - BUNyYeHHs ME-Ceptudikaty BignoBigHOCTI
€poneiicbkoi Papmakonei R1-CEP 2004-247-Rev 00
AN JONOMDKHOI PEUYOBWHW XenaTuH; 3MiHn | Tuny -
BUydYeHHs ME-CepTudikaTy BignoBigHOCTI
€poneiicbkoi Papmakonei R1-CEP 2004-320-Rev 00
AN AONOMDKHOT PeYOBUHY XenaTuH

3a
peyermom

UA/13603/01/02

230.

OP®ALVH

Kancynu Teepai no 10
Mr; no 60 kancyn y
donakoHi; no 1 dpnakony
B KapPTOHHI ynakoBLi

Caigiw
OpchaH
BioBiTpym
IHTepHelLeHen
AB

Lliseuis

AnoTtek NpogakiH &
Ne6opeTpiep AB,
LBeuis
(BUPOGHMLTBO 3a
MOBHWM LMK/IOM);
AnoTtek NpogakH &
Ne6opeTpiep AB,
LLBewjs (koHTpoOsb
AKOCTI)

LLseuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TUMY - HE3HAYHI 3MiHW Y MeTofax BUnpobysaHHs 13 3a
NMOKa3HMKOM «PO3UYMHEHHS»; 3MiHW | TUMY - NodaHHA
oHoBneHoro ME-CepTudikaTy BigNoBigHOCTI
€ponevicbkin hapmakonei Ne R1-CEP 2000-045-Rev
04 ans ponomikHOT peyoBunHM Gelatin Big, BXxe
3aTBepKEHOro BUPOBHYKa, SIK HACNifoK 3MiHa Ha3BuM Ta
agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner 1a
3MiHa Ha3BM Ta aApecu BUPOOHNYUUX AiNbHULL; 3MiHK |
TUMy - NoAaHHA oHoBneHoro ME-CepTtudikaty
BiANoOBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
2005-217-Rev 02 ansa gonomixHoi peyosuHu Gelatin Big,
BXe 3aTBepmkeHoro BupobHuka Nitta Gelatin Inc; 3MiHu |
TMNY - BUIyYeHHs ME-CepTuduikaty BignosigHoOCTI

3a
peyenmom

UA/13603/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

€poneiicbkoi ®apmakonei R1-CEP 2004-247-Rev 00
0151 LONOMDKHOI pEYOBUHW XenaTtuH; 3miHu | Tuny -
BUNy4YeHHs ME-CepTtudikaTy BifnoBigHOCTI
€poneiicbkoi ®apmakonei R1-CEP 2004-320-Rev 00
[ON19 JONOMDKHOT PEYOBUHM XenaTuH

231.

OTO®A

Kpanni ByLUHi, PO34uH,
26 mr/mn (20000
MO/mn); no 10 mny
chnakoHi; no 1 conakoHy
3 MINETKOI0 Y KapTOHHIl
Kopoobui

Na6opaTopii
Bywapa
Pekoppaarti

®paHuisa

Na6opaTopii
Bywapa Pekopgari

PpaHuin

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI @60 BUMYyYEHHS
cepTudpikaTa BignosiaHOCTI EBponeiickkili hapmakoner:
ans A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo

BMKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; An1a AONOMDKHOT

peyoBuHM (cepTudiikaT BiANOBIAHOCTI €EBpONENChbKil
thapmakornei) - OHOBEHUIA cepTudikart Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
nogaHHa oHoeneHoro CepTtudikaty BiAnoBIgHOCTI
€poneiicbkilii hbapmakonei R1-CEP 2010-035-Rev 01
(nonepegHs Bepcis RO-CEP 2010-035-Rev 02) Big BXxe
3aTBEpAXeHoro BupobHnka CKD BIO CORPORATION
ons A®| pudphamiumHy

3a
peyermom

UA/2690/01/01

232.

OTO®DA

Kpanni ByLUHi, PO34VH,
26 mr/mn (20000
MO/mn); no 10 mny
donakoHi; no 1 dpnakoHy
3 MINETKO0 Y KApTOHHIl
KopooLi

Nabopatopii
Bywapa
Pekopparti

PpaHuin

Nab6opaTopii
Bywapa Pekopgarti

dpaHuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3miHu o
y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3AjiCHeHHs hapMakoHariaay B YKpaiHi, AKLL0 BoHa
BiAMiHHA Bif, YNOBHOBaXKEHOI 0CcOo6W, BignoBigaibHOI 3a
3[jicHeHHs hapmakoHaraay (BKIHYaUn KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmilLeHHI MacTep-taiina
cucTemMu hapmMakoHarnsay) - 3MiHa ynoBHOBaXKeHO|
0co6u 3asBHWKa, BifNOBiAabHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: Paola Pirovano. 3miHa
KOHTaKTHUX [laHWNX YOBHOBaXeHOT 0cobwm,
Bi4NOBiAa/IbHOI 32 hapMakoHarnsg.
3MiHa Micua 34iliCHeHHSI OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy

3a
peyenmom

UA/2690/01/01

233.

O®DJTIOKAIH-
LAPHALA®

Mas3b no 15rabono30r
y Ty6i; no 1 Ty6i y nauuj;
no 500 r a6o no 1000 ry
H6aHkax

MpAT
"dGapmaueBTu
YHa hipma
"OapHnuya"

YKpaiHa

MpAT
"GapmaueBTuyHa
dipma "JapHuus"

YKkpaiHa

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) - 3amiHa posgainy
“I'pachiuHe ochopmIeHHsT ynakoBkn” Ha “MapKyBaHHS" B
MKSA N3; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo
[0 3aTBEPAYKEHOIO TEKCTY MapKyBaHHs. OHOB/IEHHSA

3a
peyenmom

UA/7088/01/01




104

Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TEKCTY MapKyBaHHS yrnakoBKW likapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLii LWoA0 3a3Ha4YeHHSA OAMHULb
BMMIptOBaHHA y cuctemi Sl. BBefeHHs 3MiH npoTsarom 6-
TV MicSILiB Nic/1s 3aTBEPAKEHHSI
234. | ODNNOKCAUW | Ttabnetku no 0,2 r no 10 MpuBaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | 3a UA/5050/01/01
H Tabnetok y 6nictepi, no akuioHepHe akuioHepHe My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
1 6nictepy y nauui 3 TOBapUCTBO TOBapUCTBO thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
KapToHy; no 10 "J1ekxim- "Jlekxim-Xapkis" MapKyBaHHS YNakoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
Tabnetok y 6nictepi, no Xapkis" iHthopmawii LoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
50 a6o 100 6nicTepiB y cuctemi Sl. OHOB/EHHS BXe 3aTBEPAKEHOIO TEKCTY
nauLi 3 KapToHy MapKyBaHHS Ta BHECEHHS 3MiH 0 po3giny MKA.
MponoHoBaHa pepakuis: MAPKYBAHHSA BignosigHo ao
3aTBEPAKEHOIO TEKCTY MapkKyBaHHSA. TepMiH BBEEHHS
3MiH NPOTAroM 3 MiCALiB NicNa 3aTBepAKEeHHs
235. | OP/TIOKCALN | TtabneTkn no 0,2 rin MpuBaTHe YkpaiHa MpusatHe Ykpaina BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3MiHu | - UA/5049/01/01
H bulk: no 3000 TabneTok akuioHepHe akuioHepHe MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta
Y KOHTelHepax TOBapuCTBO TOBapuCTBO hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHS TEKCTY
"Nlekxim- "Jlexkxim-Xapkis" MapKyBaHHS! yNakoBKW /TIKapCbKOro 3acoby 3 BHECEHHAM
Xapkis" iHbopmauii WwoA0 3a3Ha4YeHHSA OAUHWLL BUMIPIOBAHHS Y
cuctemi Sl. OHOBEHHS BXe 3aTBEPKEHOIO TEKCTY
MapkyBaHHs o 3000 TabneTok y KoHTeliHepax
(BHECEHHSA NO3HAYeHb OAMHUL BUMIPIOBAHHS, 3
BUKOPUCTAHHAM JliTep NaTUHCLKOro andasity) Ta
BHECEHHS 3MiH 0 po3ainy MKA MponoHoBaHa pepakuis:
MAPKYBAHHS#A BignosigHO A0 3aTBEP)KEHOTO TEKCTY
MapkyBaHHS. BifnoBigHo [0 3aTBEPAXXEHOr0 TEKCTY
MapKyBaHHS, L0 A0AAETLCA. TepMiH BBEAEHHS 3MiH
npoTArom 3 micsuiB nicas 3aTBepaKeHHs
236. | OPTAKBIKC Kpanni o4Hi, 5 mr/mn, no CaHnTeH AT ®iHnAHAIA MaHyhakTypiHr Higepnangn BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/3755/01/01
® 5 My dhriakoHi 3 MakariHr dapmaka | diHnAHgIs MYy - 3MiHW WoAo 6e3nekn/edpekTMBHOCTI Ta peyenmom
KpanesibHuueto, no 1 (MN®) b.B., thapmakoHarnsgy. BeegeHHs abo 3miHu o
ch/1aKoHy B KapTOHHiiA Higepnangm y3arasibHeHVX faHnx Npo cuctemy thapmakoHarnsgy
Kopoo6ui (anbTepHaTUBHWI (BBEAEHHS y3ara/lbHEHNX AaHUX MPO CUCTEMY
BMPOOHNIK, chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
BignoBiganbHU 3a BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
BTOPVHHE KOHTaKTHOI 0c0obu 3 thapMakoHarnagy 3asBHuKa Ans
nakyBaHHs); 3AiiCHeHHs1 hapmMakoHarisay B YkpaiHi, AKLLo BoHa
Hekctdapma AT, BiIMiHHA Bif, yNOBHOBaXXeHOI 0co6y, BiANOBIAA/ILHOI 3a
diHnAHAIa 3ilicHeHHs dpapMakoHarnisay (BKIKYaoUM KOHTaKTHI
(BUPOGHWMK [AaHi) Ta/abo 3MiHM y po3MmilLeHHI MacTep-taiina

BifNOBigabHWIA 3a
BMPOGHULTBO in
bulk, nepsuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b SIKOCTI);
CaHTeH AT,

cuctemy hapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XXEHOT 0CO6M, BiANOBiAa/IbHOI 3a
thapmakoHarnag. 3MiHa KOHTakTHOT 0cobu
YNOBHOBaXEHOI 0CO6U 3asiBHYKA, BifnoBigabHOI 3a
hapmMakoHarniag B YKpaiHi.
MponoHoBaHa pepakuis: CaByeHko AMUTpo. 3miHa
KOHTaKTHUX fJaHNX KOHTAKTHOI 0CO6M YNOBHOB&XEHOI
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
diHNAHAIA ocobu 3aBHUKA, BiANOBIAA/ILHOI 3a thapmakoHarnsg B
(BMPOGHUK YkpaiHi. 3MiHa MicL,e3HaxoMKeHHs1 MacTep-gaiina
BiNOBIgabHWIA 3a cucteMu hapmakoHarnsgy. 3miHa MicUsi 34jiiiCHeHHs
BMNYCK Cepii) OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy
237. | NAPALUETAM | Ta6netkv no 200 mr, no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 6e3 UA/4369/01/01
on- 10 TabneToK y KOHTYpHIl | "dapmaueBTu "GapmaueBTuyHa My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenma —
AAPHNUA YapyHKOBIli ynakoBLj, Mo YyHa hipma ipma "JapHnus” thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0 Ne 10; 3a
1 a6o no 10 KOHTYpHUX "fapHuus" po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo: peyenmom —
YapyHKOBMX YNaKOBOK Y MAPKYBAHHSA BignosigHo [0 3aTBEPMXXEHOr0 TEKCTY (Ne 10x10)
nauui; no 10 Tabnetok y MapkKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA yNakoBKu
KOHTYPHUX YapyHKOBUX NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
ynakoBkax 3a3Ha4YeHHs1 OAMHWLb BUMIPIOBaHHS y cuctemi Sl.
TepMmiH BBeZleHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPIKEHHS
238. | NIPALETAM- | Tabnetkv no 400 mr; no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3MiHu | 3a UA/3225/01/02
AAPHULUA 10 TabNeToK y KOHTYpHIli | "®apmaueBTu "apmaueBThYHA MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
YapyHKOBIli ynakoBLj; no YHa hipma ipma "JapHuus” hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHS TEKCTY
3 KOHTYPHI YapyHKOBI "NapHuus" MapKyBaHHS YNakoBKM NiKapCbKOro 3ac06y 3 BHECEHHSM
ynakoBKM y nayui iHbopmauii WwoA0 3a3Ha4YeHHSA OAUHWLL BUMIPIOBAHHS Y
cuctemi Sl. 3amiHa po3sginy “I'padiuHe ohopMNeHHS" Ha
“MapkyBaHHA" B MKA J13; 3anponoHoBaHo:
MAPKYBAHHS#A BignosigHO A0 3aTBEPKEHOTO TEKCTY
MapKyBaHHS.
TepMmiH BBEL,EHHS 3MiH: MPOTAroM 6 MicauiB 3 gatu
3aTBEPMAKEHHSA
239. | NPAMINEKC Tabnetku no 0,25 mr; no TOB "ACIHO YKpaiHa TOB "®apma Crapt” YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/13248/01/01
10 Tabnetok y 6nictepi; YKPAIHA" My - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKMii 3aci6. peyenmom
no 3 6nictepn y CrabinbHicTb. 3MiHa y TepMiHax npuaaTtHocTi abo
KapTOHHIN nayui ymoBax 36epiraHHsi rOTOBOro MikapCbKoro 3acoby
(36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOTO JTiKAPCLKOTO
3acoby) - [ns ToproBoi ynakoBku (MigTBEPAXKYETLCS
[aHVMU peanibHOro vacy) - 36i/bLIEHHS TEPMiHY
NPUAATHOCTI TOTOBOIO JiKAPCbKOro 3ac00y Ha OCHOBI
NO3UTMBHUX Pe3y/bTaTiB AOBIOCTPOKOBUX AOCNIMKEHD
cTabiNbHOCTI Yy peasibHOMY Yaci: 3aTBepkeHo: TepMiH
NpVAATHOCTI 2 POKW. 3anpornoHoBaHo: TepMiH
npugatHocTi 3 poku. BBeAeHHs 3MiH NPOTArom 6-Tu
MicsLiB NiCNs 3aTBEPAYKEHHS.
240. | NPAMINEKC Tabnetkn no 1,0 mr; no TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/13248/01/02
10 Tabnetok y 6nictepi; YKPAIHA" TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom

no 3 6nictepn y
KapTOHHIM nayui

CrabinbHicTb. 3MiHa y TepmiHax npugaTtHocTi abo
ymoBax 36epiraHHsi roTOBOrO JliKapCbKOro 3acoby
(36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO JliKapCbKOro
3acoby) - 4ns Toprosoi ynakosku (MigTBEPAXKYETLCA
OAHMMK peasibHOro Yacy) - 36i/IbLUEHHS] TEPMIHY
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
npuaaTHOCTI TOTOBOTO JliKapCbKOro 3acoby Ha OCHOBI
NO3UTMBHUX Pe3ynbTaTiB AOBrOCTPOKOBUX AOCNIMKEHD
cTabiNbHOCTI Yy peasibHOMY Yaci: 3aTBepxeHo: TepMiH
NpVAATHOCTI 2 PokK. 3anpornoHoBaHo: TepMiH
npugatHocTi 3 poku. BBeAeHHs 3MiH NpOTArom 6-Tu
MicsLiB NiCNs 3aTBEPAKEHHS.
241. | NPUCMACON | po3uvH ans [ambpo LLBeuis BIE®GDE MEAITAN ITanisa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/13428/01/01
2 remoqpinbTpavii Ta NyHpia AB C.N.A. TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
remogianisy, no 5000 mn thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH 40
Y A,BOKOMMOHEHTHOMY po3ainy «MapkyBaHHS»:
MiLLKY 3 3anponoHoBaHo: MapkyBaHHs. BignosigHo fo
nonisiHinxnopuay (mane 3aTBEPKEHOrO TEKCTY MapKyBaHHSA. OHOBEHHSA TEKCTY
BigaineHHsa 250 mn i MapKyBaHHS! yNakoBKU JTiKapCbKOro 3acoby 3 BHECEHHAM
Besike BigaineHHsa 4750 iHbopmaLii WoA0 3a3HaYEHHS OAUHWLL BUMIPIOBAHHS Y
M1, SiKi po3ginse cuctemi Sl. BBeieHHA 3MiH NpoTArom 6-T1 MicALiB nicns
KPUXKUIA HINenb i B 3aTBEPKEHHS; 3MiHM | TUMY: 3MiHM Woao
NOEPIBCbKOMY 6e3nekun/edpekTBHOCTI Ta thapMakoHarnagy (iHLwi 3MiHn)
3'ejHyBaui NPUCYTHIN - 3MiHW BHECEHO B TEKCT MapKyBaHHS yNaKkOBKM
KnanaH abo KpyxKmia (mnopaBaHHSA iHhopMmauii y p. 7. IHWi ocobnmsi
Hinesib); No 2 MillKn y 3acTepexeHHs1). BBeieHHs 3MiH NPOTArom 6-Tu MicsiLiB
KapTOHHI kopo6Lj; no nicns 3aTBepMKeHHs; 3MiHu | Tuny: 3MiHM 3 AKOCTI.
5000 mny [oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
[BOKOMMOHEHTHOMY TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs roTOBOro
MiLLKy 3 nonionediny nikapcbkoro 3acoby (3MiHa B yMoBax 36epiraHHs
(vmane BiggineHHs 250 roTOBOrO slikapcbkoro 3acoby abo nicns
M/1 i BESIMKe BiAINEHHS PO3UYMHEHHS/BIHOBNEHHS) - BHECEHHS 3MiH 0 YMOB
4750 mn, sKi po3ginse 36epiraHHa 13 Ha nigcTasi pe3ynbTaTtiB AOC/IIKEHHS
i3onAuiliHa neyatka i B cTabiNbHOCTI, NPOBEAEHNX Y peaslbHOMY Yaci:
NOEPIBCbKOMY 3anponoHoBaHo: 36epiraTv y HeAOCTYMHOMY A/ AiTei
3'efjHyBaYi NPUCYTHIl Micui, npu Temnepatypi Big 4 °C go 30 °C. 3miHu
KnanaH); no 2 miwku y BHECEHO B iHCTPYKL,iIO 419 MEANYHOrO 3aCTOCYyBaHHSA Y
KapTOHHIA KOopoo6Li p. "YMoBWM 36epiraHHA" 3 BIANOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHS yNakoBKM ikapcbKoro 3acoby. BeeaeHHs
3MiH MPOTAroM 6-TW MiCALiB Nicns 3aTBEpOKEHHS
242. | PAMISEC® Tabnetkn, 10 mr/12,5 mr, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/15546/01/01
KOM no 10 TabneTok y TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom

6nicTepi; no 3 6nictepn
y nauuj

Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
NnocBiAYEHHS) - 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPKEHHS; 3MiHU | TNy - AAMIHICTPaTVBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIKYaun AinbHUL
BMMYCKy cepii abo micLe NpoBefeHHS KOHTPOJIHO SKOCTI.
(misnbHIiCTb, 3a Ky BignoBigae BUpo6HMK/iMnopTep,
BK/1H0YAK0YM BUMYCK Cepil) - 3MiHa HalilMeHyBaHHs Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

243.

PAMI3EC®

aapecy BUpPO6HMKa, 6e3 3MiHW MicLs BUpOOHULITBA.
3MiHV BHECEHI B iIHCTPYKLi0 415 MeANYHOro
3actocyBaHHs /13 y p. "BupobHuk", "MicLie3HaxomkeHHs
BMPOGHMKA Ta 1A0ro agpeca Micus npoBakKeHHs
LifNbHOCTI" 3 BigNOBIAHYMM 3MiHAMMW B TEKCTI
MapKyBaHHs yNakoBOK (BBeAeHHS 3MiH NpOTSArom 6-tu
MiCSLiB NicNsA 3aTBEPAKEHHS); 3MiHN | TURY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsgy (iHwi
3MiHW) - BHeceHHs 3miH 4o po3giny «MapkysBaHHs» MKA
N3 3areBepmxeHo: MAPKYBAHHSA Bignosigae HagaHomy
TEKCTY MapKyBaHHsA. 3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMIEHHSA
TEKCTY MapKyBaHHS yrnakoBKW NikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLii LWoA0 3a3Ha4YeHHSA OAMHULb
BUMIiptoBaHHA y cuctemi S| (BBeAeHHS 3MiH NpoTArom 6-
TN MiCALIB Nic/1a 3aTBEPAKEHHS)

nocsi0o4YeHHs

244,

KOM

PAMI3EC®

Tabnetkn, 10 mr/25 mr
no 10 Tabnetok y
6nicTepi; no 3 6nictepn
y nauuj

AT "®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
My - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
nocBiAYEHHS) - 3MiHa HaliMeHyBaHHS Ta afpecu
3asBHMKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS; 3MiHU | Tuny - AAMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NPOBaPKEHHS AiS/IbHOCTI BUPObHUKa/iMnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIKYaoUn AiNbHULL
BUMYCKy cepii abo micLe NpoBefeHHsI KOHTPOJIHO SKOCTI.
(misnbHiCTb, 3a AKy BignoBigae BUPO6GHMK/iMmopTep,
BK/IO4A0UM BUMYCK Cepil) - 3MiHa HalilMeHyBaHHs Ta
afpecv BUpo6Huka, 6e3 3MiHM Micus BUpobHULTBA
(BBegeHHs 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS); 3MiHM | TNy - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- BHeceHHs 3miH 0 po3giny «MapkyBaHHs» MKA 13
3atBepaxeHo: MAPKYBAHHA Bignosigae HagaHomy
TEKCTY MapKyBaHHSA. 3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKW fikapCbKoro 3acoby 3
BHECEHHAM iHthopmalii LWOAO 3a3HAYEHHS OAUHULD
BMMIiptOBaHHSA y cuctemi Sl. BBegeHHs 3MiH npoTsarom 6-
TV MicALIB Nicasa 3aTBEpPAKEHHS

3a
peyenmom

UA/15545/01/01

KOM

Tabnetkn no 2,5 mr/12,5
mr, no 10 Tabnetok y
6nictepi; no 3 6nictepu
B NayLi 3 KapTOHY

AT "®apmak”

YkpaiHa

AT "dapmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpavliintHux maTepiasis: 3MiHu |
TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKA (B/lacHMKa peecTpaviliHoro
MOCBI4YEHHS)- 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHUKa (BNacHVKa peecTpauiiHoro nocBig4yeHHs)
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK LWoAo

3a
peyernmom

UA/12569/01/01
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n/n JliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

245. | PAMIBEC®

Tabnetkn no 5 mr/25 wr,

AT "®apmak”

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- BHeceHHs 3MiH o po3ainy «MapkyBaHHA» MKA N3
3arBepmkeHo: MAPKYBAHHSA Bignosigae HagaHomy
TEKCTYy MapKyBaHHSA ynakoBku npenapary.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBepapkKeHoro
TEeKCTy MapkyBaHHS. OHOB/IEHHA TEKCTY MapKyBaHHS
YMakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHchopma,i
00 3a3HaYeHHS OAVHMLB BUMIPIOBaHHA Y cucTemi Sl.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHS; 3MiHM | TUMY - AQMIHICTPATVBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBafPKEHHA Ais/IbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IYaUn AiflbHUL
BMNYyCKy cepii abo MicLe NpoBefeHHSA KOHTPOJIHO AKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae BUPobHuK/iMMopTep,
BK/IO4AI0UM BUMYCK Cepil) - 3MiHa HalilMeHyBaHHs Ta
aapecy BUpoGHMKa, 6e3 3MiHW MicList BUPOGHULITBA.
3MiHW BHECEHI B IHCTPYKL,O 4718 MEANYHOro
3actocyBaHHs /13 y p. "BupobHuk”, "MicLie3HaxomkeHHs
BMPOGHMKa Ta oro agpeca MicLs NpoBagKeHHs
AiSNbHOCTI" 3 BiANOBIAHUMMN 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBoK. BBefieHHs 3MiH NpoTAarom 6-Tn
MicsILiB MicNs 3aTBepPYKEHHS

nocsi0o4YeHHs

KOM

no 10 TabneTok y
6nictepi; no 3 6nictepu
B NayLj 3 KapTOHY

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu |
TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asiBHMKA (B/lacCHUKA peecTpaviiiHoro
NoCBiJYEHHS)- 3MiHa HaliMeHyBaHHA Ta agpecu
3asBHUKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHS; 3MiHN | TURY - 3MiHN LWOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- BHeceHHs1 3MiH 0 po3ainy «MapkyBaHHa» MKA N3
3arBepmkeHo: MAPKYBAHHSA Bignosigae HagaHomy
TEKCTy MapKyBaHHSA ynakoBku npenapary.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXeHOro
TEKCTY MapKyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakKoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHchopma,ii
LLIOZ0 3a3HaYEeHHS OAVHULL BUMIPIOBaHHA Y cucTemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPKEHHS; 3MiHM | TUNY - AQMIHICTPATVBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu Micua
NpoBafKEHHN AiS/IbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IOYaoun AiNbHUL
BMNYyCKy cepii abo MicLe NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BMpobHuK/iMnopTep,
BK/IO4Al0UM BUMYCK Cepil) - 3MiHa HalilMeHyBaHHs Ta
agpecu BUpobHUKa, 6e3 3MiHV MicLs BUPOOHULTBA.

3MiHN BHECEHI B iHCTPYKLO 4718 MEANYHOIO

3a
peyermom

UA/12569/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3actocyBaHHs /13 y p. "BupobHuk”, "MicLie3HaxomkeHHs
BMPOGHMKa Ta oro agpeca MicLs NpoBagKeHHs
AiSNbHOCTI" 3 BiANOBIAHUMMN 3MiHAMMW B TEKCTI
MapKyBaHHS YnakoBoK. BBefieHHs 3MiH NpoTAarom 6-Tn
MicsILiB MicNs 3aTBepPYKEHHS
246. | PAMIBEC® Tabnetkn, 5 mr/12,5 mr AT "®dapmak" YKpaiHa AT "®apmak” YKpaiHa BHECEHHS 3MiH 4O PEECTPaLiiHNX MaTepiasiB: 3MiHu | 3a UA/15545/01/02
KOM no 10 TabneTok y TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nictepi; no 3 6nictepu Ta/abo afpecy 3asiBHMKA (B/lacCHUKA peecTpaviiiHoro
y nauui nocBiAYEeHHS) - 3MiHa HaliMEHyBaHHS Ta agpecu
3asBHUKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPLKEHHS; 3MiHM | TUNY - AAMIHICTPATVBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBapPKEHHSA AisIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO JiKapCbKOro 3acoby, BKIYaoun AiflbHUL
BMMYCKy cepii abo micLe NpoBeAeHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a SKy BiAnoBigae BUPOOHUK/iMNopTep,
BK/IOYAI0UM BUMYCK Cepil) - 3MiHa HallMeHyBaHHs Ta
afpecy BUpO6HWKa, 6e3 3MiHM Micus BUpo6HULTBA
(BBefeHHs 3MiH NpPOTArom 6-Tu MicsiLiB nicns
3aTBEPLKEHHSR); 3MiHU | TUNY - 3MiHU WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- BHeceHHs1 3MiH 0 po3ainy «MapkyBaHHa» MKA N3
3arBepmkeHo: MAPKYBAHHSA Bignosigae HagaHomy
TEKCTY MapkyBaHHs. 3anponoHosaHo: MAPKYBAHHSA
3rigHoO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHs1. OHOBMEHHS
TEKCTY MapKyBaHHS ynakoBK/ NikapCbKoro 3acoby 3
BHECEHHSAM iHhopMalii LLoA0 3a3HaYEHHS OAUHULbB
BUMIpPIOBaHHA y cuctemi Sl. BBejeHHs1 3MiH NpoTAromM 6-
TV MicsiliB nicns 3aTBepKeHHS
247. | PAMIME], Tabnetkn, 2,5 mr/12,5 mr Mepokemi Kinp AkTasic T4, ManbTa/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/10154/01/01
KOMBI no 10 tabnetok y nTa ManbTa Kinp TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
6nicTepi; no 3 6nictepn (BMpPOGHMLTBO 3a thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
y KOpo6uji NOBHUM LMKOM); po3ainy «MapkyBaHHs» MK#A J13 : 3anpornoHoBaHo:
Mepgokemi NT/, TEKCT MAPKYBAHHSA. 3rifHO 3aTBEPAXEHOr0 TEKCTY
(3aBog AZ), Kinp MapKyBaHHA. OHOB/IEHHSI TEKCTY MapKyBaHHSA YNakoBKu
(nepBuHHe Ta nikapcbkoro 3acoby 3 BHECEHHSIM iHchopMalii Lwoao
BTOPVHHE 3a3HaYeHHs OAUHNLL BUMIPOBaHHSA Y cucTemi Sl.
nakyBaHHs); BBefeHHs1 3MiH NpoTArom 3-x MicsLiB nicns
Mepokemi TT[, 3aTBEPKEHHSA
(LeHTpanbHuii
3aBop), Kinp
(BUpPOGHMLTBO
Hepo3dhacoBaHoro
NpPoOAYKTY, KOHTPONb
SAKOCTI, A03BIiN Ha
BUMYCK cepii)
248. | PAMIMEA Tabnetkn, 5 mr/25 mr no Megokemi Kinp AkTasic 1TA, ManbTta/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiiB: 3MiHu | 3a UA/10154/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOMBI 10 Tabnetok y 6nictepi; nTa ManbTa Kinp MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 3 6nictepu y kopoobui (BUPOBHMLTBO 3a thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
MOBHWM LK/I0M); po3gainy «MapkysaHHs» MKA /13 : 3anponoHoBaHo:
Megokemi NT/, TEKCT MAPKYBAHHS. 3rigHO 3aTBEpPA)KEHOrO TEKCTY
(3aBopg AZ), Kinp MapkyBaHHA. OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKK
(nepBuHHe Ta NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmauii Wwoao
BTOPVHHE 3a3HaYeHHs OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
nakyBaHHs); BBeneHHs 3MiH NpoTarom 3-x micsuiB nicns
Mepokemi T/, 3aTBepKeHHsA
(UeHTpanbHuii
3aBog), Kinp
(BMpPOGHMLTBO
Hepo3dacosaHoro
NPOAYKTY, KOHTPO/b
AKOCTI, 03BN HA
BUMYCK cepii)
249. | PAHITUAWNH- | Tabnetku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3minHu | 3a UA/4934/01/01
AAPHULUA NAIBKOBOK 0B0/I0HKOHO, "dbapmaueBTu "®GapmaLieBTnyHa TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib. peyenmom
no 150 mr no 10 YyHa hipma ipma "JapHnus” CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
TabNeToK Y KOHTYPHiit "NapHuus” NepBUHHIA yNakoBLji rOTOBOrO JlikapcbKoro 3acoby (iHLwi
YapyHKOBIli ynakoBLj, No 3MiHW) - BHECEHHS 3MiH 40 p. YNakoBKa, a came 3amiHa
1 a60 2 KOHTYpHI 3aTBEPKEHOr0 NEPBUHHOMO NaKyBaslbHOro MaTtepiany
YapyHKOBI YaKkoBKu B KOHTYPHOI YapyHKOBOT YNakoBKM 3 M/1iBKN
navu,i NONIBIHIIXTOPUAHOI Ha PONbry anloMIHIEBY, laMiHOBaHY
NAIBKOK NONIBIHIIX/TOPUAHOIO 3 OAHOTO H6OKY i NAIBKOO
nosiamifHo0 3 iHWoro 6oky. 3aTBepmxeHo: Mo 10
Tab1eToK B KOHTYPHYIO SYEKOBYIO YNaKOBKY U3 NAEHKN
NOSIMBUHUIXNOPUAHON 1 (DONBIN IIOMUHNEBOA
neyatHoli NakMpoBaHHOW. Mo 1 m No 2 KOHTYpPHbIEe
SYENKoBblE YNAaKOBKN BMECTE C UHCTPYKLMER no
MeAMLMHCKOMY NPUMEHEHWIO NOMELLAOT B NauyKy.
3anponoHosaHo:Mo 10 TabNeToK y KOHTYPHY YapyHKOBY
ynakoBKy 3 (h0/brv aItoMiHIEBOT, TaMiHOBAHOI NAIBKOKO
NONIBIHIIX/TOPUAHOIO 3 OAHOTO HOKY | NAIBKOKO
nosiaMiHO0 3 iHLWOro 60Ky Ta ¢hobIv antoMiHIEBOT
OpyKoBaHOT nakoBaHoi. Mo 1 abo no 2 KOHTYpHi
YapyHKOBI YNakoBKM pa3oM 3 iHCTPYKLI€E Ans
MeAMYHOr0o 3aCTOCYBaHHS BK1afatoTb B Nayky.
BBegeHHA 3MiH NpoTArom 6-Tm micauis nicna
3aTBePAKEHHS.
250. | PAHITUAWNH- | Tabnetku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/4934/01/01
AAPHULUA NAiBKOBOK 060SI0HKOHO, "®apmaueBTu "®GapmaLieBTnyHa MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 150 mr no 10 YyHa thipma chipma "HapHuus” hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHSA TEKCTY
TabneToK y KOHTYPHIiA "dapHuusa” MapKyBaHHS YNakoBKW Nikapcbkoro 3aco6y 3 BHECEHHSM

YapyHKOBIli ynakoBLij, no
1 ab0o 2 KOHTYpHI
YapyHKOBI yNakoBKW B

iHthopmawii LoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
cuctemi Sl. BHeCEHHS 3MiH A0 po3giny “MapkyBaHHS"
MKSA N13; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo
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251.

PAMNIPA® 100

NMOPOLLIOK A/15

AT "®apmak”

Ykpaina

[10 3aTBEPAXEHOI0 TEKCTY MapKyBaHHSA. TepMiH
BBEEHHS 3MiH MPOTAroM 6 MiICALiB NiC/A 3aTBePOAXKEHHSA

nocsi0o4YeHHs

252,

PAMIPA® 200

Op&asIbHOTO PO3YMHY MO
100 mr/0,5 1

no 0,5 ry cawe; no 10
a6o 20 cawe y nayui 3
KapToHYy

NOpPOLLOK ANs

AT "dapmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLinHmx maTepiasis: 3MiHu |
TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asiBHMKA (B/lacHMKA peecTpaviliHoro
noceigyeHHs). 3mMiHa HaliMeHyBaHHS Ta agpecu
3asBHUKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs).
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicas
3aTBEPMKEHHS. 3MiHM | TUNy - AOMIHICTPaTMBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBapPKEHHS AisIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO JiKapCbKOro 3acoby, BK/IYaun AiflbHUL
BMMYCKy cepii abo micLe NpoBeAeHHS KOHTPOJIHO SKOCTI.
(misnbHICTB, 3a SKy BignoBigae BUPOOHUK/iMNopTep,
BK/IOYA0UM BUMYCK Cepiid). 3MiHa HaliMeHyBaHHS Ta
aapecy BUpo6HMKa, 6e3 3MiHW MicLis BUPOOHULITBA.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicas
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHW Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK). OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKM
NiKapcbkoro 3acoby 3 BHECEHHAM iHghopmauii Wwoao
3a3HaYeHHs OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
BHeceHHs 3MiH 10 po3ainy «MapkyBaHHs» MKA N13.
3artBeppxkeHo: MAPKYBAHHA. BignosigHo ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, WO A0AAETLCA.
3anponoHoBaHo: MAPKYBAHHA. 3rigHo
3aTBEPKEHOIO TEKCTY MapKyBaHHS. TEPMIH BBEEHHS
3MiH NPOTSArom 6 MicsiLiB Mic/asi 3aTBEPAKEHHS.

6e3
peyenma

UA/16428/01/01

OpasIbHOro PO34UHY MO
200mr/lr;molry
cawe; no 10 a6o 20
calle y nadui 3 KapToHy

AT "®dapmak"

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/lacHMKa peecTpaviiiHoro
NnocBiAYEHHS) - 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEPKEHHS; 3MiHU | Tuny - AAMIHICTPaTVBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIKYaUn AinbHUL
BMMYCKy cepii abo micLe NpoBefeHHS KOHTPO/IHO SKOCTI.
(misnbHiCTb, 3a Ky BignoBigae BUpo6HuK/iMnopTep,
BK/IOYAt0UM BUMYCK cepild) - 33MiHa HalilMeHyBaHHs Ta
afpecy BUPo6HuKa, 6e3 3MiHM Micus BUpOOHULTBA
(TepMiH BBEAEHHSA 3MiH - MPOTArOM 6 MicALiB nicns
3aTBEPKEHHS); 3MiHM | TNy - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- BHeceHHsA 3MiH o po3giny «MapkyBaHHA» MKA /13

3atBepaxeHo: MAPKYBAHHSA BignosigHo ao

6e3
peuyenma

UA/16428/01/02
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, WO A0AAETHCS.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBepapkKeHoro
TEeKCTy MapkyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHS
YMakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHchopmaw,i
LLIOA0 3a3HaYeHHS OAVHMLB BUMIPIOBaHHA Y cucTemi Sl.
TepMmiH BBEAlEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHSA
253. | PITOCCE cupon; no 200 mn y MpAT YkpaiHa ditochapm KneHka Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/17402/01/01
NnoAOPOXH chnakoHi; no 1 conakoHy "dbapmaueBTu C.A. MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
MK 3 MipHUM CTaKkaH4MKOM B YyHa hipma thapmakoHarnsgy (iHwi 3MiHW) - OHOBJIEHHS TEKCTY
nauui "fapHuus" MapKyBaHHS YNakoBKM NiKapCbKoro 3aco6y 3 BHECEHHAM
iHthopmawii LoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
cucTemi Sl. TepMiH BBeAEHHS 3MiH - MPOTAroM 6 MicAuiB
nicns 3aTBepaKeHHs
254. | CAHIMNBA® cnpeii A4ns poToBoi MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliintHux maTepiasis: 3MiHu | 6e3 UA/16981/02/01
NOPOXHWHY; No 50 mn y "apmaueBTu "apmaueBThYHA TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3acib. peyenma
donakoHi; no 1 dpnakoHy YHa hipma ipma "JapHuus” CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
3 HacagKoto- "NapHuus” yMoBax 36epiraHHsi rOTOBOrO MikapCbKOoro 3acoby
po3nuaBayYeM B nauuj (36iNbLUEHHA TEPMiHY MPUAATHOCTI FOTOBOrO JliKapCbKOro
3aco6y) - [lna ToproBoi ynakoBku (MiATBEPAKYETLCA
[aHVMK peasibHOro Yacy) - 3ilbLUEHHS TePMiHY
NPVAATHOCTI FOTOBOTO NiKapPCbKOro 3acoby Ha OCHOBI
NO3UTMBHUX Pe3y/bTaTiB AOBIOCTPOKOBUX AOCNIMKEHD
cTabiNbHOCTI Yy peasibHOMY Yaci: 3aTBepxeHo: TepMiH
npugatHocTi 1,5 poku 3anponoHoBaHo: TepMmiH
NPUAATHOCTI 2 POKM 3MiHU BHECEHI B IHCTPYKLiO ANs
MeaMYHOro 3actocyBaHHs f13 'y p. "TepmiH npugaTHocTi".
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPAKEHHS
255. | CAHOMEH crpeli HasaNbHUIA, CaHpo3 CnoBeHisi Nek CnoseHis BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/15870/01/01
[030BaHWi, cycnexsis dapmacbloTika dapmaueBTuyHa TUNYy - 3MiHW LWoAo 6e3nekn/echeKTUBHOCTI Ta peyenmom
50 mKr/pgo3y no 60 a6o ns3 a.a. KomnaHia g. 4. thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHSA TEKCTY
120, a6o 140 po3 y MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
KOHTeliHepi; no 1 iHbopmauii WoA0 3a3HaYeHHS OAUHWLL BUMIPIOBAHHS Y
KOHTelHepy y KOpo6Li cucTeMi Sl. BHeceHHs 3MiH Ao po3ainy “MapkyBaHHSA"
MKA N3. 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3
3aTBEPAKEHVM TEKCTOM MapKyBaHHS. TepMiH BBELEHHS
3MiH - NPOTAroM 6 MiCALIB MiCNsA 3aTBEPAKEHHSA
256. | CEHAOEKCW | tabnetku no 70 mr, no AT YkpaiHa AT "ly6Hndpapm" YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | Ges UA/5432/01/01
H 10 Tabnetok y "Nly6Hnchapm" TUMY - 3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peuyenma

6nictepax

KOHTPO/1b rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHW)
(B.IL.r. (x) 1A)
YTOUHEHHS LMPOBUX 3HAYEHb B METOAAX KOHTPO/THO
AKOCTI N. «Po34nHeHHs»: 3anponoHoBaHo: CTyniHb
PO3YMHEHHSI CEeHO3MAIB KasbLito A i B ana 6 go30BaHnx
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
oaunHNLb Mae 6yt He meHwwe Q+5% (75% +5%) —
80,0% Big, HOMiHaIbHOrO BMICTY, BKa3aHOro B po3gini
«Cknapg Ha ogHy TabneTky» ( piBeHb S1) AKwo
OfiepXaHi pesynbTati He BiAnoBigatTb piBHIO S1, TO
Ans BunpobyBaHHA 6epyThb Lie 6 [030BaHNX OANHULb:
cepefHe 3HaveHHs i3 12 ognHnb (S1+S2) mae
JopiBHoBaTV abo 6yTn Ginblue Q(75%) i He mae 6yTu
XOAHOI OAMHML 3i CTYNeHeM PO3YMHEHHS MeHLe Q -
15% (75% -15%) — 60% Big, HOMiHa/IbHOTO BMICTY,
BKasaHoro y po3gini «Cknag Ha ogHy Tabnetky» (piBeHb
S2). AKWOo ofepxXaHi pe3ynbTaTy He BiAnoBifaloTb
piBHAM S1 i S2, BUNpobyBaHHA NPOAOBXYOTb A0 PIBHA
S3, B35BLUM Ha BMNPOGYyBaHHS Lie 12 A030BaHuX
OOVHULb: cepefHe 3HaYeHHs i3 24 oanHMUb (S1+S2+S3)
Mae fopiBHIOBaTK abo 6yTu Ginblue Q(75%) i He GinbLue
2 0AVHMLb NOBUHHI MaTK CTYNiHb PO3YNHEHHSA MeHLe Q
- 15% (75% -15%) — 60% i He Mae 6yTW XOAHOI 0ANHULL
3i CTyneHeM po34nHeHHst MeHLe Q - 25% (75% -25%) —
50% Bif, HOMiIH&/ILHOTO BMICTY, BK&3aHoro y po3gini
«Cknafi Ha oaHy TabneTky» (piseHb S3)
257. | CENTE®PUN | Ttabnetkn no 0,2 Mr; no MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/6210/01/01
®-4APHNLSA 10 TabNeToK y KOHTYpHIli | "®apmaueBTu "®apmaveBTUYHa MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
YapyHKOBIli ynakoBLji, no YHa hipma ipma "JapHuus” hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHS TEKCTY
1 a6o no 2, abo no 4 "NapHuus" MapKyBaHHS yNakoBKW /TIKapCbKOro 3ac00y 3 BHECEHHAM
KOHTYPHi YapyHKOBI iHchopmawii LWoA0 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y
ynakoBku B nadi; no 10 cuctemi Sl. 3amiHa po3giny “I'pacdiyHe odhopmMIeHHsA
TabneToK y KOHTYPHUX ynakoBku” Ha “MapkyBaHHs” B MKA J13; 3anponoHoBaHo:
YapyHKOBMX yrnakoBKax MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBEIEHHSA 3MiH - NPOTArom 6
MICALIB MiCNA 3aTBEPKEHHSA
258. | CUTHIPOP NOPOLLOK ANA cycneHsii Hosapric LLiBeiuapis ABGOTT HigepnaHgn BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/15926/01/01
NnAP ONA iH ekyin no 20 mr; 1 dapmva Al Bionomxukanc 6.B., | /HimeuunHa/ TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
h/1aKoH 3 MOPOLLKOM Y Higepnangm Lseiuapis/ thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
KOMNNEKTI 3 (BpOGHMLTBO, ABCTpIS po3giny “MapkyBaHHA" MKA J13”: 3anponoHoBaHo:
PO3YMHHMKOM N0 2 MNT Y KOHTPO/b SKOCTI, MapkyBaHHs. 3rilHO 3aTBEPAXEHOro TEKCTY MapKyBaHHS
nonepegHL0 nepBuHHE OHOB/IEHHSI TEKCTY MapKyBaHHS! YNakoBKW /iKapcbKoro
3anoBHEeHOMY LUMPUL nakyBaHHs 3ac00y 3 BHECEHHAM iH(hopMaLii LWOAO 3a3HaYeHHS
(kapmenosa Hatpito, PO3UMHHKKa Ta OAVHWLb BUMIPIOBaHHSA Y cucteMi Sl. BBegeHHs 3MiH
MaHiT (E421), BTOPWHHE NpoTArom 6-Tn MiCALB MiCNs 3aTBEPMAKEHHS

nosokcamep 188, soga
Ons iH'eKUiid), 1 ronkoto
Ta 1l agantepom B
KapTOHHI Kopoo6Li

nakyBaHHA roToBOro

npoaykTy);

EypodhiHc Bioghapma

MpopakT TecTiHr
MIoHix TM6X,
HimeuunHa

(KOHTpOJIb AKOCTI 3a

NOKasHUKOM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

"BakTepiasbHi
€HO0TOKCUHU");
HosapTic ®apma Ar,
LLiBefiuapis
(BMPOGHULTBO
nopoLuky in bulk gns
cycneHsii gns
iH'ekw;jin); HoBapTic
dapwma LUTeliH Al ,
LLiBefiuapis
(BTOpUHHE
nakyBaHHS1, BUMyCK
cepii); CaHpo3
m6X, ABCTpis
( KOHTpO/b AKOCTI 3a
BCiMa napameTpamu
3a BUK/IIOYEHHAM
MOJIEKYNAPHOT Macu
nonimepy Ta Tecty
"BakTepianbHi
€HAO0TOKCUHU");
CaHpo3 'mbX,
ABCTpIst (KOHTPO/Ib
AKOCTI 3a BCiMa
napameTpamu 3a
BUK/IIOYEHHSAM TecTy
"BakTepiasibHi
€HOOTOKCUHN",
nepBuHHe
nakyBaHHS
nopoLuky); CiHepmxu
Xenc JeHikeH AT,
LBeliuapis
(TepmiHanbHa
cTepwnisauis
dp1akoHiB)

259.

CUrHIPOP
NAP

MOPOLLIOK AJ151 CyCneH3il
ONs iH ek no 40 mr; 1

h/1aKOH 3 MOPOLLKOM Y
KOMIMEKTI 3

PO3UYMHHUKOM N0 2 MAY

nonepeaHL0
3anoBHEHOMY LUMPULL
(kapmenosa Hartpito,
MaHiT (E421),

HoBaprTic
dapma Al

LLiBeiuapis

ABGOTT
Bionomxukanc b.B.,
Higepnangm
(BUpOGHULTBO,
KOHTPO/b SKOCTI,
nepBuHHE
nakyBaHHS
PO3YMHHMKA Ta
BTOPVHHE

HinepnaHngu

| Himeuunna/

Lseinuapis/
ABCTpis

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu |
TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH 40
po3giny “MapkyBaHHs" MKA /13": 3anponoHoBaHo:
MapkyBaHHs. 3rilHO 3aTBEPAKEHOro TEKCTY MapKyBaHHS
OHOB/IEHHSI TEKCTY MapKyBaHHS! YNakoBKW /ikapCbKoro
3aco6y 3 BHECEHHSAM iHchopMaLii LWoA0 3a3HaYEHHS
OAVHWLb BUMIPIOBaHHA Y cucteMi Sl. BBeeHHs 3MiH
NpoTArom 6-Tn MiCALB NiCNA 3aTBEPAKEHHS

3a
peyenmom

UA/15926/01/02

nosokcamep 188, soga
Ons iH'eKUiid), 1 ronkoto
Ta 1l agantepom B

nakyBaHHs! TOTOBOr0O
npoaykTy);
EypodpiHc Biochapma




115

Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI KOopoo6Li MpopakT TecTiHr
MioHix MM6X,
Himeuunna
(KkOHTpOSIb SIKOCTI 3a
NOKa3HNKOM
"BakTepiasibHi

€HA0TOKCUHKN");
HosaprTic ®apma Ar,
LBeliuapis
(BUpOGHMLTBO
nopotuky in bulk gns
cycnersii gns
iH'eku;jin); HoBapTic
dapwma LUTeliH Al ,
LBeliuapis
(BTOPYHHE
nakyBaHHS1, BUMYCK
cepii); CaHgos
vm6X, ABCTpis
( KOHTPO/b AKOCTI 3a
BCiMa napameTpamu
3a BUK/IIOYEHHAM
MOJIEKYNAPHOT Macu
nonimMepy Ta Tecty
"BakTepiasbHi
€HO0TOKCUHU");
CaHpo3 'mbX,
ABCTpIf (KOHTPO/b
AKOCTI 3a BCiMa
napameTpamu 3a
BUK/IIOYEHHAM TecTy
"BakTepianbHi
€HA0TOKCUHK",
nepBuHHe
nakyBaHHS
nopotuky); CiHepaxu
Xenc [eHikeH AT,
LLiBeiiuapis
(TepmiHanbHa
cTepunisauis

(h1aKOHIB)
260. | CUTHIPOP MOPOLLIOK AJ15 CyCneH3il HosaprTic LLseiuapis ABGOTT Higepnangn BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu | 3a UA/15926/01/03
NAP 081 iH ekyin no 60 mr; 1 dapma Al Bionomxukanc 6.B., | / HimeuunHa/ MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
hNakoH 3 NOPOLLUKOM Y Higepnanaun Lseiiuapis/ thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
KOMMEKTi 3 (BUpOGHULTBO, ABCTpis po3giny “MapkysaHHs” MKA 13": 3anponoHoBaHo:
PO3YMHHWKOM MO 2 MNTY KOHTPO/b AKOCTI, MapkyBaHHSs. 3riiHO 3aTBEPAKEHOro TEKCTY MapKyBaHHS
nonepeaHLo nepBuHHe OHOB/IEHHA TEKCTY MapKyBaHHS yakoBKW NikapCbKoro

3aMOBHEHOMY LUMPUL nakyBaHHs 3ac06y 3 BHECEHHAM iH(hopMauii WoAo 3a3HaYEHHS
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n/n

JliKapcbKo20

Hasga

3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(kapmenosa Hatpito,
MaHIT (E421),

nonokcamvep 188, soga
ANs iH'eKUii), 1 ronkoto

Ta 1 agantepom B
KapTOHHiiA Kopo6Li

PO3YMHHMKA Ta
BTOPVHHE
nakyBaHHS rOTOBOr0O
npoAyKTy);
EypodpiHc Biodhapma
MpogakT TecTiHr
MioHix FmM6X,
Himeuunna
(KOHTPOSIb SKOCTI 3a
NOKa3HNKOM
"BakTepianbHi
€HAO0TOKCUHU");
HoaprTic ®apma Ar’,
LLiBeiiuapis
(BUpPOGHNLTBO
nopowwuky in bulk gns
cycneHsii ans
iH'ekuil); HoBapTic
dapwma LUTeiH Al ,
LLiBeiiuapis
(BTOPUHHE
nakyBaHHS1, BUMYCK
cepii); CaHpo3
M6X, ABCTpis
( KOHTPO/Ib AKOCTI 3a
BCiMa napameTpamu
33 BUK/TIOYEHHAM
MOJIEKYNAPHOI Macu
nonimepy Ta TecTty
"BakTepiasibHi
€HA0TOKCUHKN");
CaHpo3 'm6X,
ABCTpIf (KOHTPOsb
AKOCTi 3a BCiMa
napameTpamu 3a
BUK/IIOYEHHSAM TecTy
"BakTepiasbHi
€HA0TOKCUHK",
nepBuHHE
nakyBaHHS
nopouuky); CiHepaxu
Xenc [eHikeH AT,
LLiBefiuapis
(TepmiHanibHa
cTepunisauis
(pN1aKoHIB)

OAVHWLb BMMIpOBaHHSA y cuctemi Sl. BBegeHHsA 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS

261.

CUMBACTEP

on

TabneTku, BKPUTI

NNiBKOBOK 060/10HKOHO,

dapmavueBTny
HWIA 3aBOA

MonbLa

dapmaLeBTUYHNIA
3aBog"MONbPAPM

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
TUMY - 3MiHWN BHECEHI A0 IHCTPYKLUii AN MeAUYHOro

3a
peyenmom

UA/17894/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 20 wr, no 14 "MONb®APM A"C.A. 3aCTOCyBaHHA NikapcbKoro 3acoby y po3ain "MobiuHi
Tabnetok y 6nictepi; no A" C.A. peaxuii” BignoBigHO 40 OHOBNEHOT iHhopMaLii 3 6e3neku
2 6nicTepy B KAPTOHHIl Ait04OT pevoBUHN
nauuj
262. | CUMBACTEP | Tabnetku, BKpUTI dapmaveBTny Monbwa dapmaLleBTUYHNIA Monbwa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasis: 3MiHu | 3a UA/17894/01/02
on NNiBKOBOK 060/I0HKOHO, HWi1 3aBOf, 3aBog " TIONIb®APM TUMY - 3MiHW BHECEHI [0 IHCTPYKLUIT AN MeguyHoro peyenmom
no 40 mr no 7 TabneTtok "MONb®APM A"C.A. 3aCcTOCyBaHHSA NikapcbKoro 3acoby y po3ain "MobivHi
y 6nicTepi; no 4 A" C.A. peakujii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
6nicTepy B KAPTOHHIA LYol pevyoBuHU
nauuj; no 14 tabnetok y
6nicTepi; no 2 6nictepn
B KQpPTOHHII nayui
263. | CUHINIOH® TabneTku, BKPUTI BAT "T'efieoH YroplmHa BAT "T'efieoH YropwwHa/ BHECEHHS 3MiH 40 peecTpaLliintHux maTepiasis: 3MiHu | 3a UA/10511/01/01
NNIBKOBOK 060/10HKOIO, PixTep" PixTep", YropwuHa Monbla TUNY - BHECEHHS 3MiH A0 Crneundikauii Ana nniBKoBoi peyenmom
no 10 mr, no 7 TabneTok (Bunyck cepii); TOB 060/10HKM "Onagpaii xoBTuit" (20B32427), 30kpema:
y 6nicTepi; no 2, 4 abo 8 "lepeoH Pixtep KpuTepii NPUAHATHOCTI 3a NokasHMkoM "MikpobionoriuHa
6nicTepiB y KAPTOHHIi Monbwa", Monbwa yucToTa" npuBegeHi y BignoBigHicTb Ao BuMor EP; 3miHa
ynakoBLi (KOHTPO/Ib SIKOCTI, Homepy Bepcii Cneumdikauii 3 No S.S. - 1/0081/06/A Ha
[03BiNT HAa BUMYCK No 5-00081-27-01-01; 3miHuM | TUMY - BHECEHHSA 3MiH A0
cepii; BAPOGHMLTBO Cneuudpikauii Ansa nniBkoBoi 060/10HKM "Onagpaii
Hepo3dhacoBaHOro XOBTWiA" (20B32427), kpuTepii NpUIAHATHOCTI 3a
NPOAYKTY, NEPBUHHA nokasHukom "lageHTudikauis rinpoMenosv'npreeaeHi y
ynakoBka, BTOPUHHA BiANOBIAHICTb A0 BMMOT EP; 3mMiHa HoMepy Bepcii
ynakoBKa) Cneuudpikauii 3 No S.S. - 1/0081/06/A Ha No 5-00081-
27-01-01; 3miHm | TNy - BHECeHHs 3MiH Ao Cneuudikadii
[Ansa nniBKkoBoi 060/10HKM "Onagpaii xoBTuit"
(20B32427), 30Kpema: BUTyYEHHS KOHTPOJIIO SKOCTI 3a
nokasHukom "Po3mip yacTok"
264. | CIHO)XAPAI® | Tabnetku, BKpUTI BepiHrep HimeyunHa A eHp Em WTabTtect | HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/15722/01/01
NNiBKOBOK 060/I0HKOIO, IHrenbxanmv 'M6X, HimeuunHa peuis MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
12,5 mr/1000 wmr; no 10 IHTEpHELHN (KOHTPO/Ib SIKOCTI (3a hapmMakoHarnisgy. 3miHa y KOpoTKilii XxapakTepucTuui
Tabnetok B 6nicTepi; no M6X BUHATKOM TECTY nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT

6 6nicTepiB y KAPTOHHIl
Kopoo6ui

"Mikpob6ionoriuHa
unctoTa')); bepivrep
IHrenbxaiim Ennac
A.E., I'peuijs
(BUpOGHMLTBO,
KOHTPO/b AKOCTI (3a
BWUHSATKOM TecTy
"Mikpob6ionoriyHa
yucroTta"), nepBuHHe
Ta BTOPUHHE
nakyBaHHS1, BUMYCK
cepii); bepiHrep
IHrenbxaiim ®apma
v6X i Ko. KT,
HimeuunHa
(BpO6HMLTBO,

[ANA MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJOBAHOTO 3BITY 3 6e3neku Nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS NiKapCbKoro
3aco6y B nicisipeecTpaviiiHnii nepiod, abo sik pesynbTar
OLiHKM 3BITY 3 AOC/iAXeHb, MPOBEAEHNX BiAMOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom) -
3MiHM BHECEHO A0 iIHCTPYKLi AN MegMyHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainy
"Oco6nmBOCTI 3acTOCyBaHHA" BigNoOBIAHO A0
pekomeHgauin PRAC. 3MiHN BHECEHO [0 KOPOTKOI
XapaKTepUCTMKM NikapcbKoro 3acoby Ao posainy 4.5
"Oco61Bi NonepemxeHHs Ta 3anobikHi 3axoau npu
3aCTOCYBaHHI"; 3MiHM | TUNY - 3MiHM LWOA0
6e3nekn/edeKTUBHOCTI Ta papMmakoHarnsagy (iHwi 3miHun)
- 3aTBEPKEHHS IHCTPYKLIT AN MeAnYHOro
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nepBuHHe Ta 3aCTOCyBaHHS Ta KOPOTKOI XapaKTepUCTUKM NiKapCbKOro
BTOPVHHE 3aco06y; 3MiHu | TUNY - 3aTBEPAKEHHS IHCTPYKUIi ANns
nakyBaHHs, Me[MYHOro 3aCTOCYBaHHS Ta KOPOTKOI XapaKTepUCTUKM
KOHTPO/Ib SKOCTI, nikapcbKoro 3acoby; 3miHu |l Tuny - 3miHn Wwoao
BUNYyCK cepii); 6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy. 3mMiHu y
K toEiCiEc EIME, KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
Mpeuis MapKyBaHHS Ta iHCTPYKLT A1 MeANYHOro 3acTOCyBaHHSA
(anbTepHaTVBHA Y 3B’A3KY i3 HOBUMU AA@HUMMW 3 AKOCTI, AOKAIHIYHUMU,
nabopartopia Ans KMIHIYHUMUW AaHVMU Ta fJaHumy 3 chapmakoHarnagy -
KOHTPO/IO TecTy 3MiHW BHECEHO A0 iHCTPYKLT AN MeANYHOro
"Mikpob6ionoriyHa 3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainy
yucrorta"); Nlabop "Oco6NMBOCTI 3aCTOCYBaHHA". 3MiHN BHECEHO [0
N+C ArI, HimeuyuunHa KOPOTKOI XapakTepmncTUKK Nlikapcbkoro 3acoby o
(anbTepHaTVBHA po3giny 4.5 "Ocob6n1Bi nonepexeHHs Ta 3anobikHi
nabopartopia Ans 3ax04M Npu 3acTocyBaHHI"
KOHTPOHO TecTy
"Mikpob6ionoriyHa
unctorta"); Crc
IHCTUTYT PpeseHiyc
m6X, HimeyunHa
(anbTepHaTMBHa
nabopartopia ans
KOHTPO/IO TECTy
"Mikpob6ionoriuHa
ymcroTa"); dapm/lor
dapma JloakicTik
m6X, HimeuyunHa
(anbTepHaTuBHa
OinbHUUA ans
BTOPUHHOTO
nakyBaHHs);
LLiteremaHH
JNboHdepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
Himeuunna
(anbTepHaTuBHa
OinbHUUA ans
BTOPUHHOTO
nakyBaHHs)

265. | CIHIMKAPLI® | Tabnetku, BKPUTI BepiHrep HimeyunHa A eHp Ewm LTa6Tect | HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/15724/01/01
NAiBKOBOK 060/TI0HKOIO, IHrenbxanm 'M6X, HimeuunHa Ipeuis My - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
5 mr/1000 wmr; no 10 IHTepHeLwwH (koHTpO/b AKOCTI (3a hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
TabneTtok B 6aicTepi; no 6X BUHATKOM TECTY nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUT
6 6nicTepiB y KAPTOHHIl "Mikpob6ionoriyHa 0151 MeQUYHOro 3aCToCyBaHHA Ha MigcTaBi perynspHo
Kopoo6Li uncToTa")); bepiHrep OHOB/IHOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo

IHrenbxaiim Ennac JocnifpkeHb 3 6e3neky 3acToCyBaHHA NikapCbKoro
A.E., I'peuis 3acoby B micnsipeecTpauiiiHuii nepiod, abo sik pesynbTar
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(BpPOGHMLTBO,

KOHTPO/b AKOCTI (3a
BUHATKOM TecTy
"MikpobionoriuHa
yucroTta"), nepBuUHHE
Ta BTOPUHHE
nakyBaHHS1, BUMYCK
cepii); bepiHrep
IHrenbxaiim ®apma
v6X i Ko. K,
HimeuunHa
(BUpOGHULTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI,
BUNYyCK cepii);
K'loEiCiEc ENE,
pewis
(anbTepHaTVBHA
nab6opartopis Ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
ynctoTta"); J/labop
N+C AT, Himeuunna
(anbTepHaTVBHA
nab6opartopis Ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
unctorta"); Crc
IHCTUTYT PpeseHiyc
m6X, HimeyunHa
(anbTepHaTMBHa
nabopartopia ans
KOHTPO/IO TECTy
"Mikpob6ionoriuHa
ymcroTa"); dapm/lor
dapma JloakicTik
m6X, HimeyunHa
(anbTepHaTuBHa
OinbHUUA ans
BTOPWHHOTO
nakyBaHHs);
LLiteremaHH
JNboHdepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,

HimeyunHa

OLjiHKM 3BITY 3 AOC/IIXEHb, MPOBEAEHUX BifMOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rOPKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OPraHom) -
3MiHV BHECEHO [0 iHCTPYKLi 415 MeauyHoro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Oco61MBOCTI 3aCcTOCYyBaHHA" BifgMNOBIAHO A0
pekomeHgauii PRAC. 3MiHVM BHECEHO A0 KOPOTKOI
XapakTepucTuky nikapcbkoro 3acoby Ao posginy 4.5
"Oco6Bi NonepemxeHHs Ta 3anobikHi 3axoau npu
3acToCyBaHHI"; 3MiHU | TUNy - 3aTBEPAKEHHS IHCTPYKL,ii
AN MeAMYHOro 3acToCyBaHHA Ta KOPOTKOT
XapakTepuCTUKN NikapcbKoro 3acoby; 3MiHum | Tuny -
3MiHM WoAo 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3aTBEPMKEHHS IHCTPYKLIT 418 MeguyHoro
3aCTOCYBaHHS Ta KOPOTKOT XapaKTepUCTUKM NiKapCbKoro
3acoby; 3MiHu Il Tuny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta papMakoHarnsagy. 3mMiHu y
KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT A1 MeAnYHOro 3acToCyBaHHS
Y 3B’A3KY i3 HOBUMUW AA@HUMW 3 AKOCTI, AOKAIHIYHUMU,
KMIHIYHUMUW AaHVMU Ta fJaHumuy 3 chapmakoHarnagy -
3MiHV BHECEHO [0 iHCTPYKLi 415 MeauyHoro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy

"Oco61MBOCTI 3aCTOCYyBaHHA". 3MiHWM BHECEHO A0
KOPOTKOI XapaKTepucTVKM NiKapCbKoro 3acoby Ao
po3gainy 4.5 "Ocob6n1Bi nonepeKeHHs Ta 3anobikHi
3ax04M Npu 3acTocyBaHHI"
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(anbTepHaTuBHa
OinbHUUA ans
BTOPWHHOTO
nakyBaHHs)
266. | CKPIOTA HacTolika, no 100 mn y MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/9641/01/01
hnakoHi cknsHomy abo "Ximchapm3sas "Ximcphapmsasos TMny - AAMIHICTPaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKOro peyenma
nonimepHomy; no 1 op "YepsoHa "UepBoHa 3ipka" 3acoby - 3MiHa Ha3Bwu J13: 3aTBepgxeHo: CLIMAPIN/
dhnakoHy B nauui 3 3ipka” KNIMAMIH® 3anponoHosaHo: SKRIPTA / CKPIMNTA
KapToHy; no 100 mn y BBefeHHst 3MiH NpoTArom 3-x MicsuiB nicns
6aHuj; no 1 6aHuji y 3aTBEPKEHHS; 3MiHM | TUMY - AQMIHICTPATVBHI 3MiHW.
nauui 3 KapToHy 3MiHa Ha3Bu APl abo AONOMDKHOT PEYOBUHM - 3MiHA
Ha3Bu A®I, 6e3 3MiHUN SIKICHOrO Ta KifIbKiCHOro ckiiagy
NIPC: 3aTBepXeH0: HACTOMKM 3 CyMiLlli SlikapCbKoi
POCIMHHOIT CMPOBUHMU «KniManiH®» 3anpornoHOBaHO:
HaCTOMKMN 3 CyMiLlli NiKapCbKOi POC/TMHHOT CUPOBUHN
«CkpinTa» BBeeHHS 3MiH NpoTArom 3-x MicAuiB micns
3aTBEPAKEHHS
267. | CMEKTA® MOPOLLIOK A1 OpasIbHOT INCEH ®paHuis BO®YP INCEH PpaHuin BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu | 6e3 UA/7660/01/01
ANENbCUH- cycneHsiino 3 r; no 3,76 KOHCbIOME IHOYCTPI MRy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
BAHI/Tb I MOPOLLKY Y NakeTuky, P XENICKEA, hapmakoHarnsaay (iHwi 3MiHK) - 3aTBEPAKEHHS
no 10, 12 a6o 30 AKUiOHepHe aNbTepHaTUBHOIO TEKCTY MapKyBaHHS YNakoBKU
nakeTVKiB y KapPTOHHIi TOBapWCTBO NikapcbKoro 3acoby i3 3a3Ha4YeHHAM MiKHaPOAHWNX
KOpO6Li crnpoLleHoro No3HauYeHb OAVHWLb BUMIPIOBaHHS. BBeAeHHS 3MiH
Tmny NpoTArom 6-Tn MiCALB MiCNs 3aTBEPMAKEHHS
268. | CONEH po3uunH ans iHdysiii 0,9 AHaHTa Benvka €ponaiic IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/18188/01/01
%, no 100 mny Megikeap NTa,. BputaHis Xentkeap MMBT. /T4, MRy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KOHTeliHepi, no 1 thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 40
KOHTeliHepy B NAiBLUi Y po3ainy «MapkyBaHHsA» MK#A /13 : 3anpornoHoBaHo:
Kopoo6Li MAPKYBAHHSA. Bignosigae 3atsepipkeHoMy TeKCTy
MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMalii woao
3a3HaYeHHS OAUHULL BUMIpPOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 3-x mMicsuiB nicns
3aTBEPMKEHHS
269. | CONoAaKu cupon, 250 mr/5 m, no My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/3359/01/01
KOPEHSA 100 mn abo no 200 mny akujioHepHe akKujioHepHe MRy - 3MiHW Woao 6e3nekn/eddeKkTMBHOCTI Ta peyenma
cupon dhnakoHi; no 1 dpnakony TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
3 JIOXKOH [03YBa/IbHOK "HaykoBo- "HaykoBo- po3ainy “MapkyBaHHs” MKA J13; 3anponoHOBaHo:
B navyi; no 100 mny BMPOGHUYNIA BVMPOGHWYMNIA LEHTP MapkyBaHHs. BignosigHo J0 3aTBEpAXEHOro TekCcTy
6aHui; no 1 6aHu;j 3 LEeHTp "BopLyariBcbkuii MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
JNIOXKOIO [103yBas1bHOIO B "Bopuuariscbk XiMiko- yNakoBKW NiKapCbKOro 3acoby L0A0 3a3HauYeHHs
nauuj Wi Ximiko- hapmaueBTUYHNI MiXXHapOAHMX NO3Ha4YeHb OAMHULb BUMIPHOBAHHS.
hapmaueBTny 3aBog" BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
HWiA 3aBog" 3aTBEPKEHHS
270. | CONMYBITH niodpinisaT ANs po3umHy dpeseHiyc HimeyunHa PpeseHiyc Kabi A, LBeuis/ BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/17609/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Ans iHdoysii; no 1 Kabi LLBeuis Kutaii MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
donakoHy 3 Hoiunang (MapkyBaHHs, hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
nioghinizatom, no 10 M6X nakyBaHHs, NiKapcbKOro 3acoby, TEKCTI MapKyBaHHA Ta iIHCTPYKLT
(h/1aKOHIB Yy KapPTOHHIi KOHTPO/Ib SKOCTI, A1 MeMYHOro 3acTOCyBaHHS Ha MiAcTaBi perynsipHo
Kopoobui BUNYyCK cepii); OHOBJIHOBAHOTO 3BITY 3 6E3MeKM Nikapcbkoro 3acoby, abo
dpeseHiyc Kabi pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
CCriy, Kntai 3acoby B mic/ispeecTpaviiiHmii nepiod, abo sk pesynbTar
(B1po6HMLTBO, OL|iHKM 3BITY 3 AOC/iAXeHb, MPoBeAEeHNX BiANOBIAHO A0
MapKyBaHHs, nnaHy negiatpnyHmx gocnigxeds (PIP) (iHLwi 3miHW) -
nakyBaHHS) 3MiHW BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA NiKapcbKoro 3acoby A0 po3ainis:
"Oco6nusi 3axoau 6e3nekn", "MobivHI peakyi” Woa0
6e3Mnekn 3acTocyBaHHS Ail040i pe4yoBUHU BIOTVH,
BiANOBIAHO A0 pekomeHAauii PRAC/EMA. BBefeHHS
3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPMAXKEHHS
271. | COHHIKC® TabneTky BKpUTI TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasis: 3MiHu | Ne 10 — 6e3 UA/10819/01/01
060/10HKO0 1Mo 15 Mr no "Actpacapm” TUMY - 3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenma.
10 Tabnetok y 6nictepi, KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa Ne 30 — 3a
no 1 a6o 3 6nictepu B napameTpiB cneuudikauii Ta/abo JONYyCTUMMX MEX peyenmom
KOpo6Li 3 KapTOHY roTOBOrO NiKapCcbKOro 3acoby (iHLi 3MiHW) - BBEAEHHS
NepiogNYHOCTI KOHTPO/IKO 3a NOKA3HUKOM
"MikpobiosioriyHa uncToTa": BUKOHYETbCS A1 KOXHOT
CbOMOT cepii, ane He piglle ogHOro pasy B pik
272. | COPOPU HacToiika, no 20 mn abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasiB: 3MiHu | 6e3 UA/0366/01/01
AMOHCLKOI 25 mn, abo no 40 mny dapmaneBTUY PapmaLeBTUYHA Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
HACTOWKA donakoHax; no 40 mny Ha ghabpuka thabpuka "Biona" thapmakoHarnaay (iHwi 3MiHn) - 3MiHU BHECEHI B TEKCT
dnakoHi; no 1 donakoHy "Biona" MapKyBaHHS YNakoBOK Jlikapcbkoro 3acoby (n.17) wono

B Mauuj; no 20 Mn abo
25 mn, abo no 40 mny
hnakoHax, yKynopeHmx
npobkamu-
KpanensHuuamu; no 20
mn abo 25 mi, abo no
40 mn y chnakoHax,
YKynopeHux npobkamu-
KpanesibH1usaMuY; no 1
dhnakoHy B nauuj

HaHeCeHHs TOproBoi Mapky (BBefeHHSA 3MiH NpoTArom 6-
TN MICALB NicNA 3aTBEPLAXKEHHS); 3MiHM | TUNY - 3MiHK 3
AKocTi. FOTOBWI Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBabHWii 3aci6. 3MiHa dhopmu abo
pO3Mipy KOHTEeNHepa 4un 3aKynoproBasibHOro 3acoby
(NnepBUHHOI ynakoBku) (HecTepubHI flikapcbki 3acobm) -
BBEJEHHS A04AaTKOBUX YNakoBoK rno 20 ms, no 25 mMn 1a
no 40 mn y donakoHax 3 ckiomacu mapku OC ($B-30-18;
®B-50-18), yKynopeHux npobkamu-kpaneabHULAMA 3
LDPE (2.2.E) Ta kpuwkamu (1.4 K) y nayui Ta 6e3 nauku,
3 BiANOBIAHMMM 3MiHAMU [0 P. «YNakoBka». 3MiHU
SIKICHOrO Ta KifIbKICHOTO Cckiiagy nakyBa/slbHOro martepiany
He BiA6ynocb. 3MiHN BHECEHI B pO3in "YnakoBka"
(BBEAEHHA A0AATKOBUX YNAKOBOK) B IHCTPYKLitO ANns
MeAMYHOro 3acTOCyBaHHSA MiKapCbKoro 3acoby, siK
HacnifokK - 3aTBEPKEHHSA TEKCTY MapKyBaHHSA
[04aTKOBMX YNakoBOK NiKapcbkoro 3acoby; 3miHu | Tuny
- 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3aco6y. 3miHa y MetTogax
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMNPO6YBaHHSA rOTOBOrO /TiKapCbKOro 3acoby (HesHauyHa
3MiHa Y 3aTBeppKeHNX MeTofax BUNpPobyBaHHS) -
BHECEHHS 3MiHM 40 MeToAjiB KOHTPOO AKOCTI
nikapcbkoro 3acoby n. «0O6’emM BMICTy yNnakoBku» AN1s
ynakoBku 1o 40 M/ (3MEHLLUEHHS KiNbKOCTi 3paskiB, 06’em
SAKUX BU3HAYa€eTbCs, A0 1 do1akoHy)
273. | CNA3ro Tabnetkn no 10 AHaHTa Benuka dnamiHro IHAaia BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | Ne 10 — 6e3 UA/4544/01/01
Tabnetok y 6nictepi; no Megikeap /114. BpuTaHis dapmacboTukanc TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenma;
1 a6o no 10 6nicTepiB y nra. thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH 40 Ne 100 — 3a
Kopoo6Li po3ainy «MapkyBaHHs» MKSA /13 : 3anponoHoBaHo: peyenmom
MAPKYBAHHSA Bignosifae 3atBepKeHOMY TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
nikapcbKoro 3acoby 3 BHECEHHSAM iHchopmalii woao
3a3HaYeHHs OAUHNLL BUMIpPOBaHHSA Y cucTemi Sl.
BBefeHHst 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPAKEHHS
274. | CMIPOHONA Tabnetku no 25 mr; no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/0808/01/01
KTOH- 10 TabneToK y KOHTYpHIli | "®apmaueBTu "®GapmaLieBTnyHa MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
AAPHULUA YapyHKOBIli ynakoBLj; Mo YyHa thipma chipma "HapHuus” thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
3 KOHTYPHI YapyHKOBI "fapHuus" po3ainy “MapkyBaHHs” MKA J13; 3anponoHOBaHo:
yNakoBKM B navi MAPKYBAHHSA BignoBigHO A0 3aTBEPLYKEHOTO TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHA yNakoBKM
NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3Ha4YeHHs1 OAMHWLb BUMIPIOBaHHS Y cuctemi Sl.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPIXKEHHSA
275. | CMIPOHONA Tabnetku no 100 mr; no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/0808/01/02
KTOH- 10 TabNeToK y KOHTYpHIli | "®apmaueBTu "GapmaueBTuyHa MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
AAPHULA YapyHKOBI1 ynakoBLii; no YHa hipma ipma "dapHuus" thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHSA TEKCTY
3 KOHTYPHi YapyHKOBI "dapHuusa” MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
ynakoBkM B navi iHbopmauii WoA0 3a3HaYeHHS OAUHWLL BUMIPIOBAHHS Y
cucTeMi Sl. BHeceHHs 3MiH Ao po3ainy “MapkyBaHHSA"
MKSA N3; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo
[0 3aTBEPAKEHOrO TEKCTY MapKyBaHHA. BBefeHHs 3MiH
NpOTArom 6-Tu MiCALB NiCNA 3aTBEPMAXEHHSA
276. | CYMPACTWUH | po3suuH ans in'ekuin, 20 3AT YropwuHa 3AT YropuwHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/0322/01/01
® mr/mn no 1 mn B amnyni; | ®apmauesTny dapmaLeBTUYHUIA MRy - 3MiHa 3aTBEPKEHNX YMOB 36epiraHHs roToBOro peyenmom
no 5 amnyn y KapTOHHiiA HWiA 3aBOf, 3asog ErIC nikapcbKoro 3acoby Ha nigcrasi 4OCNIAKEHD 3i
Kopoo6Li EFIC cTabiNbHOCTI, NPOBEAEHUX B pea/IbHOMY Yaci:

3anponoHoBaHo: 36epiraTv Npu Temneparypi He BuULLE

25 °C. 36epiraTvi amnyny B OpUriHasIbHiiA ynakoBLi Ans

3axuCTy Big, Aii cBiTna. BBegeHHs 3MiH NpoTarom 6-1m
MicsILiB MicNs 3aTBepKEHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
277. | CYNPOCTWUNI | Ttabnetkn no 0,025 r, no MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 6e3 UA/6323/01/01
H 10 Tabnetok y 6nictepi; akuioHepHe akuioHepHe TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenma
no 1 a6o no 2 6nicrepu TOBapuUCTBO TOBapuCTBO hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
B NauLi 3 KapTOHy "Nlekxim- "Nlekxim-Xapkis" MapKyBaHHS! yMakoBKU JTIKaPCbKOro 3ac0by 3 BHECEHHAM
Xapkis" iHbopmauii WwoA0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y
cuctemi Sl. OHOBEHHS BXe 3aTBEPKEHOIO TEKCTY
MapKyBaHHS Ta BHECEHHS 3MiH A0 po3ainy MK4A.
MponoHoBaHa pepakuis: MAPKYBAHHSA. BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBEAEHHS
3MiH - NpoTsArom 3 MicsiLiB MicNsi 3aTBEPAKEHHS
278. | CYNPOCTWUAI | TtabneTtku no 0,025, in MpuBaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | - UA/2982/01/01
H bulk: no 3000 TabneTok akuioHepHe akuioHepHe My - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
Y KOHTelHepax TOBapUCTBO TOBapUCTBO thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
"J1ekxim- "Jlekxim-Xapkis" MapKyBaHHS YNakoBKM NiKapCbKoro 3aco6y 3 BHECEHHAM
Xapkis" iHthopmawii LLoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
cuctemi SI. OHOBNEHHS BXe 3aTBEPAKEHOr0 TEKCTY
MapkyBaHHs Mo 3000 Tab/1eToK y KOHTeliHepax
(BHECEHHSA MO3HAYeHb OAMHULIb BUMIPIOBAHHS, 3
BMKOPVCTaHHSAM JliTep NaTMHCbKOro andasiTy) Ta
BHECEHHS 3MiH A0 po3giny MKA. MNponoHoBaHa
pepakuis: MAPKYBAHHA. BignosigHo o
3aTBEPKEHOro TEKCTY MapKyBaHHs. BignosigHo o
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, WO A0AAETLCA.
TepMmiH BBEAEHHS 3MiH - NpOTArom 3 micsuis nicns
3aTBEPAXKEHHSA
279. | CYTEHT Kancynu no 12,5 mr; no MNMOAN3EP CWA Mcpaiizep ITanis ITania BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/7785/01/01
7 kancyn y 6nictepi; no IHK. C.p.n MRy - NoAaHHsa oHosneHoro ME- Ceptudiikaty peyenmom

4 6nicTepu y KapTOHHii
KopoobLi

BiANOBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
2000-045-Rev 04 ansa gonomixHoi peyosuHu Gelatin Big,
BXe 3aTBEPAKEHOr0 BUPOOHUMKA, SIK HAC/ifoK 3MiHa
Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BW Ta agpecy BUPOGHNYMX AifIbHULLL; 3MiHW |
TUny - NogaHHsA oHoBrieHoro ME-CepTudikaty
BiANOBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
2005-217-Rev 02 gns gonomixHoi peuoBunHu Gelatin Big,
BXe 3aTBepxeHoro Bupo6bHuka Nitta Gelatin Inc; 3miHu |
TUny - NofaHHA oHoBsieHoro ME-CepTudikaty
BiANOBIAHOCTI €Bponeiicbkili hapmakonei Ne R1-CEP
2000-344-Rev 03 ana gonomikHoi peyosuHu Gelatin Big,
BXe 3arBepmkeHoro BupobHuka NITTA GELATIN INDIA
LTD; 3miHun | Tuny - BuayyeHHs ME-CepTtudikaty
BignosigHoCTi EBponeiicbkoi ®apmakonei R1-CEP 2004-
247-Rev 00 ona AONOMDKHOT PEYOBUHU XenaTuH; 3MiHK |
Tuny - BunyyeHHs ME-CeptudikaTy BignoBigHOCTI
€poneiicbkoi ®apmakonei R1-CEP 2004-320-Rev 00
AN AONOMDKHOT PEYOBUHU XenaTuH
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

280.

CYTEHT

Kancynv no 25 mr; no 7
Kancyn y 6nictepi; no 4
6nicTEPY Y KAPTOHHIl
Kopoo6Li

NMOANIEP
IHK.

CLIA

Mdpainzep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu |
TUNYy - NogaHHsA oHosneHoro ME- CepTudikaty
BifnoBigHoCTI €Bponelickkili hapmakonei Ne R1-CEP
2000-045-Rev 04 gns gonoMixHoi pevoBunHu Gelatin Big,
BXe 3aTBEPKEHOro BUpobHUKa, SIK HACNifoK 3MiHa
Ha3Bu Ta agpecu snacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BU Ta aApecy BUPOBGHNUMX AifIbHULL; 3MiHW |
TUMy - NogaHHa oHoeneHoro ME-CepTtudikaty
BiANOBIgHOCTI €Bponeiickbkili hapmakonei Ne R1-CEP
2005-217-Rev 02 ansa gonomikHoi peyosuHu Gelatin Big,
BXe 3aTBepmkeHoro BMpobHuka Nitta Gelatin Inc; 3mMiHu |
TMNYy - NoAaHHs oHosrieHoro ME-CepTtudikarty
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2000-344-Rev 03 gns gonomixHoi pevosnHn Gelatin Big,
BXe 3aTBepaxeHoro BupobHuka NITTA GELATIN INDIA
LTD; 3miHu | TUnNy - BUnyyYeHHs ME-CepTtudikaty
BiNOBIgHOCTI €Bponelicbkoi ®apmakonei R1-CEP 2004-
247-Rev 00 onst 4ONOMDKHOT PEYOBVHW XeENaTuH; 3MiHu |
TMNy - BUNyYeHHa ME-Ceptudikaty BignoBigHOCTI
€Bponeiicbkoi Papmakonei R1-CEP 2004-320-Rev 00
AN AOMOMDKHOT PEeYOBUHY XenaTuH

3a
peyenmom

UA/7785/01/02

281.

CYTEHT

kancynu no 50 mr; no 7
Kancyn y 6nictepi; no 4
6nicTepun y KapTOHHIl
Kopoobui

MN®AN3EP
IHK.

CWA

Mcpaiizep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
MRy - NoAaHHsa oHosneHoro ME- Ceptudiikaty
BiANOBIAHOCTI €Bponeiickkili hapmakonei Ne R1-CEP
2000-045-Rev 04 ansa gonomikHoi peyosuHu Gelatin Big,
BXe 3aTBEPKEHOr0 BUPOOHUMKA, SIK HAC/ifoK 3MiHa
Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BW Ta agpecy BUPOGHNYMX AifIbHULLL; 3MiHW |
TMNYy - NoAaHHs oHosrieHoro ME-CepTudikarty
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2005-217-Rev 02 gns gonomixHoi peuosunHn Gelatin Big,
BXe 3aTBepxeHoro Bupo6bHuka Nitta Gelatin Inc; 3miHum |
TUNy - NofaHHsA oHoBsieHoro ME-CepTudikaty
BiANOBIAHOCTI €Bponeiicbkili hapmakonei Ne R1-CEP
2000-344-Rev 03 gns gonoMixHoi pevoBunHu Gelatin Big,
BXe 3arBepmkeHoro BupobHuka NITTA GELATIN INDIA
LTD; 3miHun | Tuny - BunyyeHHs ME-CepTtudikaty
BiAgnosigHocTi EBponeiicbkoi ®apmakonei R1-CEP 2004-
247-Rev 00 on1a AONOMDKHOT PEYOBUHU XeNaTuH; 3MiHK |
Tuny - BunyyeHHs ME-CeptudpikaTy BifgnoBigHOCTI
€poneiicbkoi ®apmakonei R1-CEP 2004-320-Rev 00
NS AONOMIKHOT pe4oBUHY XenaTuH

3a
peyenmom

UA/7785/01/03

282,

CYTEHT

kancynu no 37,5 mr; no
7 kancyn y 6nictepi; no

NOANIEP
IHK.

CLIA

Mcpainzep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3MiHu |
TUNY - NogaHHs oHoBneHoro NE- CepTtudikaty

3a
peyenmom

UA/7785/01/04
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
4 6nicTepu y KapTOHHIi BiANOBIAHOCTI €Bponeiickkili hapmakonei Ne R1-CEP
Kopoobui 2000-045-Rev 04 ansa gonomikHoi peyosuHu Gelatin Big,
BXe 3aTBEPKEHOr0 BUPOOHUKA, SIK HAC/iAOK 3MiHa
Ha3Bu Ta agpecu snacHuka CEP 3 PB GELATINS Ha
TESSENDERLO GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BW Ta agpecy BUPOGHNYUMX AifIbHULLL; 3MiHW |
TMNYy - NOAaHHs oHosrieHoro ME-CepTudikaty
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2005-217-Rev 02 gns gonomixHoi pevosunHn Gelatin Big,
BXe 3aTBepxeHoro BupobHuka Nitta Gelatin Inc; 3miHum |
TUNy - NofaHHsA oHoBrieHoro ME-CepTudikaty
BifnoBigHoCTI €Bponelickkili hapmakonei Ne R1-CEP
2000-344-Rev 03 gns gonoMixHoi pevoBunHu Gelatin Big,
BXe 3arBepmkeHoro BupobHuka NITTA GELATIN INDIA
LTD; 3miHu | Tuny - BunyyeHHs ME-Ceptudikaty
BignosigHocTi EBponeiicbkoi Papmakonei R1-CEP 2004-
247-Rev 00 o515 ONOMDKHOT PEYOBUHU XenaTuH; 3MiHu |
Tuny - BunyyeHHs ME-CeptucpikaTy BifgnoBsigHOCTI
€poneiicbkoi ®apmakonei R1-CEP 2004-320-Rev 00
NS AONOMDKHOT pe4OBUHY XenaTuH
283. | TAHAKAH® PO3unH opasibHUiA, 40 INCEH ®paHuisa BO®YP INCEH PpaHuin BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu | 3a UA/9843/01/01
mr/m; no 30 mny KOHCbIOME IHOAYCTPI MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
donakoHi; no 1 dpnakoHy P XENICKEA, hapmakoHarnaay (iHwi 3MiHK) - 3aTBEPKEHHS
Y KOMMN/EeKTi 3 akujioHepHe aNlbTEPHATUBHOIO TEKCTY MapKyBaHHS yNakoBKu
[,03aTOPOM Y KapTOHHIiA TOBapUCTBO nikapcbKoro 3acoby i3 3a3Ha4YeHHAM MDKHApPOAHUX
KOpo6Li crnpoLLeHoro no3HayYeHb OAVHWLb BUMIPIOBaHHS. BBeAeHHS 3MiH
Tmny npoTArom 6-Tn MicALiB NicNs 3aTBEPAKEHHS
284. | TET 36.6® 3 NOpOLLOK AN MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 6e3 UA/17419/01/01
APOMATOM OpasIbHOro PO34YUHY Mo akuioHepHe akuioHepHe MYy - 3MiHa agpecu BUPOOHUYOT AiNbHUL BUPOGHMKA peuyenma
AKALLIT 13,1 r B cawe-nakeTi, No TOBapuCTBO TOBapuCTBO A®| ackopb6iHOBa KMCNOTA, L0 HAIeXUTb A0 TiET camoi
5 a6o 10 caule-nakeTiB y "J1ekxim- "Jlekxim-Xapki" BVMPOGHMYOT rpynu NigNPUEMCTB: 3anponoOHOBaHO:
nauui Xapkis" Northeast Pharmaceutical Group Co., Ltd., China No.
29, Shenxiliu Dong Road, Economic Technology
Development District, Shenyang, China
285. | TET 36.6® NOpPOLLOK AN MpusaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/17387/01/01
PAMIA 3 Opa/IbHOro PO34MHY MO akuioHepHe akuioHepHe TVNy - 3MiHa agpecn BUPOOHUYOT AiNbHNL BUPOGHMKA peuyenma
APOMATOM 23 r B calle-nakeTi, No 5 TOBapuCTBO TOBapUCTBO A®| ackopbiHOBa KuC/10TAa, L0 HANEXUTb [0 TiEi camoi
AKALLIT a6o 10 cawe-nakeTiB y "Nlekxim- "Nlekxim-Xapkis" BMPOGHMYOT rpynu NiANPUEMCTB: 3anponoHOBaHO:
nauuj Xapkis" Northeast Pharmaceutical Group Co., Ltd., China No.
29, Shenxiliu Dong Road, Economic Technology
Development District, Shenyang, China
286. | TUMOINOBY | niodinizoBaHuii [bkeH3aiim HigepnaHvgn [xeHsaiim IpnaHg IpnaHgis/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/15575/01/01
NIH® NOpPOLUOK AN tOpon B.B. NimiTes, lpnaxgis Benvka TUMy - 3MiHW BUNPOBYBaHb Yy NpoLeci BUpoOHNLTBA peyenmom
NPUroTyBaHHsA (NepBuHHa Ta Bputanis/ Adl(eTan oynLLeHHS TUMOI106YiHY), a came
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHLeHTpaty An1s BTOPVHHA dpaHuis BU3HAYEHHSA aKTUBHOCTI NPOAYKTIB Ai040i peYOBUHN
pO34uHy Ans iHgysili no ynakoBka); MeTogom «LTIP serum» (flow cytometry) 3amictb «LT
25wmr;Nel:no 1 LbxeHsaiim Nivites, 25%» ( titration); 3miHW | TUMY - 3BYXXEHHA JOMYCTUMUX
h/1aKOHY B KapTOHHIi Benuka BputaHis MEX Npu BU3HAYEHHI GiOHaBaHTaXeHHS, L0
Kopoobui (BTOpUHHA BUKOHYETbLCS Y NPOLLECi BUTOTOB/IEHHSA [it0HOI PEYOBUHMN
ynakoBka); Ana Rabbit immune serum, Formaldehyde treated
[bxeH3aim (RBC), Hemadsorbed serum, Chromatography pool,
MoniknoHanc CAC, First sodium sulfate precipitaye, Final IgG solution, a
PpaHLin came [0 3HauveHb (forming units CFU per volume and
(BMpPOGHMLTBO absence of pathogen) gogaHo yeast and mold;
Hepo3dhacoBaHoro TMnorpaqivHi BUNpaBneHHs y po3gini 3.2.5.2.4.
NpoaykTy, A03BiN Ha BignosigHo oHoBNEHWIA po3ain 3.2.5.2.4; 3miln | Tuny -
BUWMYCK cepil) 3BY)XXEHHSA JOMYCTUMUX MEX MPW BU3HAYEHHI
GioHaBaHTaXeHHs ANs Aio4vol pevosuHN (Active
Ingredient) Ta KiHLEeBOro Hepo3acoBaHOro NPOAYKTY
(Final Bulk Product), a came A0 41CnoBux 3Ha4eHb
(forming units CFU per volume) goaaHo of absence of
pathogen, yeast and mold; OHOBNEeHHS po3giny
3.2.5.4.1 Cneuudikauisi, 3.2.S.4.5 O6r'pyHTyBaHHS
cneuudikau,ii: - BuganeHHs nocunaHb Ha Homepu
BHYTPILLHIX COMN aHaNiTMYHNUX METOAIB, OCKINbKN LS
iHhopmauis BigHocuTbCs Ao GMP
287. | TIAMIHY PO34UH A8 iH'eKLii, 50 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/7787/01/01
XOPUA- mr/ma, no 1 mn B obmexeHor obmexeHoo TUMY - NPpUBELEHHS MeTOAIB KOHTPoto Ad| TiamiHy peyenmom
340POB'A amnyni; no 5 amnyn'y BiANOBiAA/TbHI BigNoBiAa/IbHICTIO rigpoxnopwvg 3a nokasHnkoM «CynpoBigHi fOMILLKU» Y
6nicTepi; no 2 6nictepu CTHO "®PapmaLeBThYHA BiANOBIAHICTL 4O BUMOT Ajto40ro BuaaHHa EP; 3miHu |1
B KQpPTOHHI kopo6uj; no "dbapmaueBTu KomnaHis "3gopos's" MRy - BBEAEHHA BUpoOHNKka A®| TiamiHy rigpoxnopug,
1 mn B amnyni; no 10 YyHa KoMnaHis Jiangxi Tianxin Pharmaceutical Co., Ltd., Kutai1 3
amnyn y 6nictepi; nol "3p0pos'a" HafaHHSAM macTep-aina
6nicTepy B KAPTOHHIl
Kopob6ui; no 1 mn B
amnyni; no 10 amnyn y
KapTOHHI Kopoo6Li
288. | TIANPINTAH® | Tabnetku no 100 mr; no TOB "Bayw YkpaiHa I.J1. dapma M'm6X ABCTpIS BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu | 3a UA/10161/01/01
20 Tabnetok y 6nictepi; Xenc" TMny - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom

no 1 a6o 3 6nrictepn y
KOpo6Lii 3 KApTOHY

thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3aralbHEHWX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa ans
3fjificHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
BiIMiHHA BiJ, YNOBHOBaXeHOI 0C06M, BiANOBIAA/ILHOI 32
3[jicCHEeHHs1 hapMakoHarnaay (BKIHYaUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmileHHI MacTep-thaiina
cuctemu chapmakoHarnagy) - 3miHa ynosHOBaXKeHoT
0Cco6M 3asBHMKA, BiANOBIAA/IbHOI 38 hapMakoHarnsg.
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[itoua pepakuis: Dr. Claudia Ulrich. MNponoHoBaHa
pepakuisi: fleBuubkuii KOpiii BacnnboBuy. 3MiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT 0COBM 3asBHUKA,
BiANOBiAaNbHOI 3a hapmakoHarnsag,. 3miHa micus
3[iACHEHHS1 OCHOBHOT AiSiNIbHOCTI 3 hapMakoHarisay.
3MiHa MicLe3HaxomkeHHa MacTep-hailina Ta iioro
Homepa.
289. | TOBPEKC® Kpanni o4Hi, 3 mr/mMn; no Hosapric LLiBeiiuapis AnkoH Kysi, C.A,, Benbris/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/5438/01/01
2X 5 Mn 'y dhriakoHi- Papma Al IcnaHist; AsKoH- Icnanis TUMY - BHECEHHS 3MiH A0 MaTepianis peecTpaLiiHoro peyenmom
KpanenbHuui "Apon- KyBpbop, Benbris pocee p. 3.2.P.7. Cucrtema
TeiitHep®"; no 1 KOHTelHep/3aKynoptoBasibHWIA 3aci6: BUTyYEHHS
hnakoHy-kpanenbHuLj y nocTavyasibHVKIB KOMMNOHEHTIB KOHTENHep-
KOpOO6Li 3 KapTOHY 3akynoptoBasibHoro 3acoby STE (bottle, dispensing plug,
closure); Gerresheimerh (dispensing plug); Bormioli
(dispensing plug); 3miHu | TUny - foAaBaHHA
noctavyasibHUKIB KOMMOHEHTIB KOHTEeliHep-
3akynoptoBasibHOro 3acoby: Nolato Jaycare (bottle) Ta
Moll Industries (closure), 6e3 3mMiH naKkyBas/IbHOTO
marepiany; 3miHu | Tuny - 3MiHa HaliMeHyBaHHS
nocravasibHvKa KOMMOHEHTIB: A4 bottle, closure 3
Rexam Healthcare Ha BPRex Healthcare; gns closur,
dispensing plug 3 Rexam Healthcare Ha Nemera. 3miHa
HallMeHyBaHHs nocTavasibHuKa rymu ans bottle i
dispensing plug 3 Basell Ha LyondellBasell, 6e3 3miHn
KOMMOHEHTIB YNakoBKM Ta npoLiecax y BUPOGHULTBI
290. | TOPALIB PO34UH ANst iH'EKLA, 5 TOB YkpaiHa BECb BUPOGHUYMIA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/11604/02/01
Mr/mn; no 4 may "®APMEKC npouec M3, 3 My - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKMiA 3aci6. peyenmom
dhnakoHi; no 5 donakoHis reyn ypaxyBaHHSM CrabinbHicTb. 3MiHa y TepMiHax npuaaTtHocTi abo
Y KOHTYpHIiA YapyHKOBIli BUNYCKY cepii: ymoBax 36epiraHHsi TOTOBOrO MikapCbKoro 3acoby
ynakosLj; no 1 TOB "®APMEKC (36iNbLUEHHA TEPMiHY MPUAATHOCTI FOTOBOrO JiKapCbKOro
KOHTYPHIli YapyHKOBIi reyn:, 3acoby) - s ToproBoi ynakoBku (MigTBEPAXKYETLCS
YNaKoBLi Y KAPTOHHIi YkpaiHa,; LaHUMK peasibHOro yacy) - 36i/1bLUEHHS TEPMIHY
nadui; no 4 mn B amnyni; BECb BUPOGHMUNIA NpWAATHOCTI FOTOBOIO JiKAPCLKOro 3acoby A1 TOProsoi
no 5 amnyn y 6nictepi; npouec M3, 3a yNakoBKM amny/in Ha OCHOBI NMO3UTUBHUX Pe3y/bTaTiB
no 1 6nictepy y BUHSATKOM BUMYCKY [OBrOCTPOKOBUX AOCAIMKEHb CTAbiNLHOCTI y peasibHoOMy
KapTOHHI nayui; no 4 cepii: yaci: 3aTBepaKeHo: TepMiH npuaaTHocTi dnakoHu: 3
M/1 B amnyni; no 5 TOB POKN AMMy/in: 2 pokn 3anponoHoBaHo: TepMiH
amnys y KapTOHHil "PapmaLeBTnyHA npuaaTHoOCTI 3 pokM 3MiHU BHECEHI B IHCTPYKLiO Ans
nauuj 3 neperopogkamm KOMMaHis MeAMYHOro 3actocyBaHHs f13 'y p. "TepmiH npugaTHocTi".
"3p0opoB s, BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicas
YkpaiHa 3aTBEPKEHHSA
291. | TPAHCTON PO34MH NS iH ekyii 100 Aypo6iHa0 IHais Aypob6iHgo dapma IHais BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHu | 3a UA/14651/01/01
Mr/mn, no 5 mn B dapwma /114 NimiTepn - FOHIT IV TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom

amnysi, no 6 amnyn B
KapTOHHI KOpOOL;

Ta/abo agpecy 3asiBHMKA (B/lacHMKA peecTpaviliHoro
NocCBigYeHHs) - 3MiHa agpecu 3asiBHVKa. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIKEHHS
3MiHu | TUNY - AgMIHICTpATUBHI 3MiHW. 3MiHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HaliMeHyBaHHs Ta/abo agpecu MicLs NPOBaXeHHS
LisiNbHOCTI BUpOOHUKa/iMnopTepa roToBoro /ikapcbkoro
3ac06y, BKIOYauM finbHUL BUNYCKY cepii abo micue
NpPOBELEHHS KOHTPO/TO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAA€e BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiit) - 3miHa agpecu BUpo6HMKa AypobiHao ®apma
Nimiteq - FOHIT IV, IHais, 6e3 3MiHW Micus BUpObHULTBA.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHS. 3MiHN | TUny - 3MiHM 3 SIKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOr0 cepTudikaTa BignoBigHOCTI abo
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: ana Adl; ons BUXigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; A58 LOMOMKHOI
peuyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuiA cepTuchikar Big HOBOro
BMPOGHMKa (3aMiHa abo AONOBHEHHS) - NOAAHHA HOBOTO
cepTudikaTa BiANoOBiAHOCTI EBponeiickbkili hapmakonei
R1-CEP 2008-186-Rev 00 ans A®I| tpaHekcamoBol
kmcnoTu Big Bupo6Hrka ASAHI KASEI FINECHEM CO.,
LTD., Japan 3amicTb Bxe 3atBepgxeHoro Changzhou
Lenling Pharmaceutical Co.,Ltd, KuTaii

292.

TPECIBA®
®JIEKCTAY®

pO34uH ANs iH'ekuid, 100
Oof/mnno3mny
KapTpuaXi, SKnit
MICTUTBCA Y
6araTopasosiii
OiHOPAa30BIli LWNpuL-
pyuui; no 1 a6o 5
LUMPUL-PYYOK Y
KapTOHHI Kopoo6Li

AT Hoso
Hopgaick

[aHis

Bupo6HMLTBO,
HanoBHEHHS B
NePBUHHY YNakoBKy
Ta KOHTpOJIb Banky.
BignoBiganbHuii 3a
sunyck: A/T Hoso
Hopgick, aHis
KomnnektyBaHHs,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHS! rOTOBOrO
nNpoAyKTy. KOHTPOsb
SAKOCTi 6anky
roTOBOro NPOAYKTY
Ta KiHLEeBOoro
roTOBOrO NPOAYKTY:
A/T Hoso Hopgick,
[NaHis MapkyBaHHs
Ta BTOPUHHE
nakyBaHHS! rOTOBOrO
npoaykty: A/T Hoso
Hopgaick, fanis
Hoso Hopgick
MpoatokcboH CAC,

[aHis/
dpaHuin

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu |
TUMY - BUSTYYEHHA BUPOBHNYOI AiNbHULI A5 BUPOGHMKA
A/T Hoso Hopgick, Xannac Anne, [K-4400 KanyHgoéopr,

[aHis (Novo Nordisk A/S, Hallas Alle, DK-4400
Kalundborg, Denmark) (MapkyBaHHs Ta BTOPUHHE

nakyBaHHS TOTOBOr0 NpoAykTy). MponoHoBaHa peaakwis:

MapkyBaHHS Ta BTOPUHHE NakyBaHHSA roTOBOro
npoaykty: HoBo Hopgaick MpoatokcboH CAC 45, aBeHto
0'OpneaH, 28000, WapTp, ®paHuis Novo Nordisk
Production SAS 45 avenu d’'Orleans 28000 Chartres,
France

3a
peyenmom

UA/14264/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
PpaHuis
293. | TPMCENTON | Ta6bnetku no 100 mr/20 MpuBaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMXx MaTepiasis: 3MiHu | 3a UA/5350/01/01
mr, no 10 TabneTok y akuioHepHe akuioHepHe My - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nicTepi; no 2 6nictepn TOBapUCTBO TOBapUCTBO "JlekxiMm thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
y nauyLi 3 KapToHy "J1ekxim- - Xapki" MapKyBaHHS YNakoBKM NiKapCbKOro 3aco6y 3 BHECEHHAM
Xapkis" iHchopmawii LWoA0 3a3HaYeHHS OAMHULb BUMIPIOBAHHS Y
cuctemi SI. OHOBNEHHS BXe 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS Ta BHECEHHSA 3MiH A0 po3ainy MKA.
MponoHoBaHa pegakuis: MAPKYBAHHSA. BignosigHo o
3aTBEPAKEHOIO TEKCTY MapKyBaHHSA. TepMiH BBEEHHS
3MiH - NPOTArom 3 MicsILiB NicNs 3aTBEPKEHHS
294. | TPUCENTON Tabnetku no 100 mr/20 MNpuBaTHe YKpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasiiB: 3MiHu | - UA/0355/01/01
mr, in bulk: no 5000 akuioHepHe akuioHepHe MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta
TabNeToK y KOHTeliHepi TOBapUCTBO TOBapuCTBO "J1ekxim hapmakoHarnagy (iHLWi 3MiHK) - OHOBNEHHS TEKCTY
"Nlekxim- - Xapkis" MapKyBaHHS! yNakoBKW /TiKapCbKOro 3aco0by 3 BHECEHHAM
Xapkis" iHbopmauii WwoA0 3a3Ha4YeHHSA OAUHWLL BUMIPIOBAHHS Y
cuctemi Sl. OHOBEHHS BXe 3aTBEPKEHOIO TEKCTY
MapKyBaHHs: no 5000 TabneToK y KOHTenHepi (BHECEHHSA
no3HayeHb OAVHWLb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM
niTep NaTMHCLKOro andasiTy) Ta BHECEHHS 3MiH 40
po3giny MKA: MNponoHosaHa pegakuis: MAPKYBAHHSA.
BignoBsigHo [0 3aTBEPKEHOT0 TEKCTY MapKyBaHHSI.
BignosigHO [0 3aTBEPAXXEHOrO TEKCTY MapKyBaHHS, L0
popaetbes. TepMiH BBEAEHHS 3MiH - NPOTAroM 3 MicsALUiB
nicns 3aTBepaKeHHs
295. | YNIbTPA®AC | Tabnetku, BKpUTI MegaHa MonbLa MegpaHa ®apma Monblwa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/12296/01/01
TUH 060/10HKOH0, 1Mo 100 mr, dapma AKLjiOHepHe TMNy - NOf4aHHA OHoB/ieHoro CepTudpikarty BignoBigHOCTI peyenmom
no 10 TabneTok y AKUioHepHe ToBapucTso, €poneiicbkili hapmakonei R1-CEP 2007-167-Rev 00
6nictepi; no 1 a6o no 2 ToBapucTBO MonbLya, (nonepepgHs Bepcis RO-CEP 2007-167-Rev 02) Big, BXe
6nicTepn B KAPTOHHIN dapmaueBTUUHWI 3aTBepxeHoro Bupo6Hnka BEC CHEMICALS PRIVATE
Kopo6Li; no 20 TabneTok 3aBoj, LIMITED gna A®l keTonpodyeHy;
y 6nicTepi; no 1 “TTIONNb®APMA” 3MiHM | TUNY - NoAaHHA oHoBneHoro CepTudikaty
6nicTepy B KApTOHHIl C.A., Monbwa BignoBigHOCTI €Bponelicbkili chapmakonei R1-CEP 2007-
KopooLi 167-Rev 01 (nonepepnHs Bepcis R1-CEP 2007-167-Rev
00) Big, BXe 3aTBEpAXeHOoro BupobHuka BEC
CHEMICALS PRIVATE LIMITED gnst A®| keTtonpodheHy
296. | YNCAPVH Tabnetku wunydi no 500 YIMNCA CAC PpaHuis YMNCA CAC PpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 6e3 UA/2308/01/01
YMCA 500 MI' | wr, no 4 Tabnetkv B MYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenma
CTpwni; no 4 ctpunu B thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
KapTOHHIA Kopoo6Li MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
iHthopmawii LWoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
cucTemi Sl. TepMiH BBeAEHHS 3MiH - MPOTAroM 6 MicAuiB
nicns 3aTBepaKeHHs
297. | ®APNIHEKC cnpei OpoOMYyKO3HWIA, BocHanek A.4. BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu | 6e3 UA/17111/01/01
po3ymH no 30 may lepuerosuH epLerosuH TMNYy - 3MiHW Woao 6esnekn/edeKTUBHOCTI Ta peyenma
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

chnakoHi; no 1 donakoHy
3 HAacCoOCOM-
posnunioBayem Ta
ansikatopom B
KapTOHHIA Kopoo6Li

a

a

thapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKM NiKapCbKOro 3aco6y 3 BHECEHHSIM
iHchopmawii LWoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
cucTeMi Sl. BBeeHHS 3MiH NpoTArom 6-x MicAUiB micas
3aTBEPIXKEHHS

298.

DAPMALEKC

Kpanni o4Hi, 1 mr/mn no
5wmna6o 10 Mny
donakoHi; no 1 dpnakoHy
y nayui 3 kKapToHy

AT "®apmak”

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis: 3MiHu |
TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asiBHMKA (B/lacCHUKA peecTpaviiiHoro
noceigyeHHs). 3mMiHa HaliMeHyBaHHS Ta agpecu
3asBHUKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPMKEHHS. 3MiHM | TUNy - AOMIHICTPaTMBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBapPKEHHSA AisIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO JiKapCbKOro 3acoby, BKIYaoun AiflbHUL

BMMYCKy cepii abo micLe NpoBeAeHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a SKy BiAnoBigae BUPOOHUK/iMNopTep,
BK/IOYA0UM BUMYCK Cepiid). 3MiHa HaliMeHyBaHHS Ta
aapecy BUpo6HMKa, 6e3 3MiHW MicList BUPOOHULITBA.

3MiHV BHECEHI B IHCTPYKLi0 4151 MEANYHOIO
3actocyBaHHs /13 y p. "BupobHuk", "MicLe3HaxomkeHHS
BMPOGHMKa Ta /A0ro agpeca Micus npoBakKeHHs
LisNbHOCTI" 3 BigNOBIAHYMMW 3MiHAMMW B TEKCTI
MapKyBaHHS1 yNakoBOK. BBeieHHs1 3MiH NpoTArom 6-Tn
MicsAUIB MicnA 3aTBepXeHHS. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW). BHeceHHs 3MiH Ao po3ainy «MapkyBaHHs» MKA
N3. 3atBeppxeHo: MAPKYBAHHSA Bignosigae
HaflaHOMy TEeKCTY MapKyBaHHs. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS.

OHOB/IEHHSA TEKCTY MapKyBaHHS yakoBKW NikapCbKoro
3ac06y 3 BHECEHHAM iHthopmalii LWoA0 3a3HaYEHHS
OAVHWLb BMMIpOBaHHS y cuctemi Sl. BBegeHHsA 3MiH

NPOTAroM 6-TW MiCALIB NiC/IA 3aTBEPAKEHHS.

3a
peyermom

UA/1092/01/01

299.

®EHTAHIN

po3unH ANs iH'ekuii 0,05
Mr/MA, Mo 2 Mn B
amnyni; no 5 amnyn y
6nictepi; no 1, abo 2,
abo 20 6nictepiB y
KOpo6Li 3 KapTOHY

TOB
"XapkiBcbke
hapmaueBTny
He
nignpueEMCcTBO
"300poB'a
Hapoay"

YkpaiHa

TOB "XapkiBcbke
hapmaueBTuyHe
nigNpPUEMCTBO
"3p0poB.'s Hapoay"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasis: 3MiHu |
My - AGMiHIiCTpaTnBHI 3MiHW. 3MiHa kogy ATX - 3MiHU
BHECEHO A0 iHCTPYKLT AN MeANYHOro 3aCTOCyBaHHS
niKkapcbkoro 3acoby fo posginy "®apmakotepanesTuyHa
rpyna” BifnoBigHO A0 MbKHapOAHOro KnacugikaTopa
BOO3 (http://www.whocc.no/atc_ddd_index/):
3aTtBepmkeHo: Ananretuku. Onioigy. MoxigHi
heninninepuguHy. ®extaHin. Kog ATX NO2A BO03.
3anponoHoBaHo: 3acobu, Lo AjloTb Ha HEPBOBY
cuctemy. AHecTeTukn. 3acobu ans onioigHoi aHecTesil.
Kog ATX NO1A HO1. BBefeHHS 3MiH NpOTArom 6-1u
MiCsILiB MicNs 3aTBEpPKEHHS

3a
peyernmom

UA/5185/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
300. | PEPPYM NEK | Tabnetku xyBasbHi N0 CaHpos CnoBeHis Nexk CnoBeHis BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | 3a UA/0127/02/01
100 wmr; no 10 TabneTok dapmacbioTika dPapmaLeBTUYHa TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
y cTpuni abo y 6nictepi, ns3 a.a. KOMMaHis 4.4. thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 3 ctpunu abo po3gainy “MapkyBaHHa" MKSA /13; 3anponoHoBaHo:
6nicTepy B KApTOHHIA MAPKYBAHHA 3rigHo 3 3aTBEPAKEHUM TEKCTOM
Kopoo6Li MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
nikapcbKoro 3acoby 3 BHECEHHSAM iHchopmalii woao
3a3HaYeHHs OAUHNLL BUMIpOBaHHSA Y cucTemi Sl.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA
301. | ®ZTYKOHA3O | kancynu no 150 mr, no 1 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Ne2, Ne3 - UA/1153/01/03
Nn-AAPHNLUA Kancysli y KOHTYpHii "dapmaueBTu "®GapmaLeBTnyHa MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta 3a
YapyHKOBIli ynakoBLij; Mo YyHa hipma ipma "JapHnus” thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0 peyenmom;
1 KOHTYpHIiA YapyHKOBIli "fapHuus" po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo: Ne 1 - 6e3
ynakoBLi y nauwi; MAPKYBAHHSA BignoBigHO A0 3aTBEPLYKEHOTO TEKCTY peyenma
no 1 kancyniy KOHTYpPHii MapkKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA yNakoBKu
YapyHKOBIli ynakoBLj; no NiKapcbkoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
2 ab0 3 KOHTYpHI 3a3Ha4YeHHs1 OAMHWLb BUMIPIOBaHHS Y cuctemi Sl.
YapyHKOBI YNaKkoBKu y BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
nauui 3aTBEPIXKEHHS
302. | ®ZTIYKOHA3O | karncynv no 100 mr; no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaviinHux maTepiasis: 3MiHu | 3a UA/1153/01/02
n-ApAPHNUA 10 Kancyn y KOHTYpHiii "PapmaueBTu "apmMaueBThyHa MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
YapyHKOBIli ynakoBLj; no YyHa hipma ipma "JapHuus” hapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
1 KOHTYpHI YapyHKOBIli "fapHuus” po3gainy “MapkyBaHHa" MK /13; 3anponoHoBaHo:
ynakoBLi y nayui MAPKYBAHHS#A BignosigHO A0 3aTBEP)KEHOTO TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM iHghopmauii Wwoao
3a3HavyeHHsA OAVHULb BUMIPIOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPMAKEHHS
303. | ®IIOOPOYP PO34uH ANs iH'eKLii, 50 Mepak HimeyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | 3a UA/8091/01/01
AUUN Mmr/mn no 5 mn, abo no lesenbwadt dotop KniHiwe Yecbka MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
MEAAK 10 mn, a6o no 20 mn, gotop KAiHiwe LUneuianbnpenapar Pecny6nika hapmakoHarnsigy. BeegeHHs abo 3miHn go
a6o no 100 Mn po3ynHy Lneuianbnpe e M6X, HimevunHa y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
y dhnakoHi; no 1 naparte M6X (BMPOGHYIK, LLIO (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cUcTemy

hNakoHy B KAPTOHHIl
KopooLi

BignoBigae 3a
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPONb/BMNPOGYB
aHHs cepii Ta 3a
BUNYyCK cepii);
OHkomep,
MeHbIOEKYEPIHT,
a.c., Yecbka
Pecny6nika

thapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAaA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
3[ilicHeHHs1 chapMakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHA Bif, YNOBHOBaXeHOI 0cO6W, BiANOBIAA/ILHOI 3a
3pjlicHeHHs chapmakoHarnagy (BKYarUy KOHTaKTHi
OaHi) Ta/abo 3miHM y po3MileHHiI MacTep-harina
cucTemu chapmMakoHarnsgy) - 3MiHa yrnoBHOBaXKeHOT
0Cco6U 3asBHVKa, BifNoBiAaIbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: Dr. Barbara Jogereit. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOI 0CO6M 3asBHUKA,
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(BMPOGHYK, LIO BiANOBIA&/IbHOI 3a thapMakoHarnsg. 3mMiHa KOHTaKTHOI
Bignosigae 3a 0co6u yNoBHOBaXKEHOT 0CO6YM 3as1BHUKA, BignoBiganbHOT
BMMYCK dhopmMK in 3a (hapmakoHarnag B YkpaiHi
bulk, mapkyBaHHS, MponoHoBaHa pepakuis: BakyH AHHa OnekcaHgpiBHa.
nepBuHHe Ta 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
BTOPUHHE YMNOBHOBaXeHOT 0CO6M 3a8BHUKA, BiAMNOBIga/IbHOI 3a
nakyBaHHs, thapmakoHarnag, B Ykpaini
KOHTpO/b/BUNPOGYB
aHHsA cepii); OHKoTeK
dapma lMpogakLuH
'M6X, HimeyunHa
(BMPOGHUYIK, LLIO
BignoBsigae 3a
BMNycK dhopMu in
bulk, mapkyBaHHS,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b/BMNPOGYB
aHHa cepil)
304. | DPIBEN® PO34nH NS iHranauin, AT "®apmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpaliinHux maTepiasis: 3MiHu | 3a UA/17450/01/01
TMny - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom

0,25 mr/mn no 25 mny
donakoHi 3
KpanesibHuueto; no 1
dhakoHy B navi

Ta/abo afpecy 3asiBHMKA (B/lacHMKA peecTpaviliHoro
noceigyeHHs). 3mMiHa HaliMeHyBaHHS Ta agpecu
3asBHUKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - AOMIHICTPaTMBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBaPKeHHSA AisIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoun AiflbHUL
BMMYCKy cepii abo micLe NpoBeAeHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a SKy BignoBigae BUPOOHUK/iMNopTep,
BK/IOYA0UM BUMYCK Cepiid). 3MiHa HaliMeHyBaHHS Ta
aapecy BUpo6HMKa, 6e3 3MiHW MicList BUPOOHULITBA.
3MiHV BHECEHI B IHCTPYKLi0 4151 MEAVYHOIO
3actocyBaHHs /13 y p. "BupobHuk”, "MicLe3HaxomkeHHs
BMPOGHMKa Ta A0ro agpeca Micus npoBakKeHHs
LisNbHOCTI" 3 BigNOBIAHYMM 3MiHAMMW B TEKCTI
MapKyBaHHS1 YNakoBOK. BBeieHHs1 3MiH NpoTArom 6-Tn
MicAUIB MicnA 3aTBepXEHHS. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW). BHeceHHs 3MiH A0 po3ainy «MapkyBaHHa» MKHA
N3. 3atBeppxeHo: MAPKYBAHHSA Po3gin BigcyTHIl.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEeHOro
TEKCTY MapKkyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakKoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHchopma,ii
LLIOZ0 3a3HaYEeHHS OAVHULL BUMIPIOBaHHA Y cucTemi Sl.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB micas
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aTBEPMAKEHHS.
305. | X/IOPBYTAH KpucTaniuyHMin NopoLLIoK ToBapucTBo 3 YkpaiHa ATY/1 BIOCAVEHC IHais BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasis: 3MiHu | - UA/9506/01/01
on abo kpuctanu obmexeHor nTa. My - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
FEMIFCIAPAT (cybcTaHuis) y BiANOBiAA/IbHI Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
noABiliHMx CTHO BMpO6HUKa (BK/IKOYAKOUK, 38 HEOOXIAHOCTI, MicLe
nonieTuIeHoBMX "bapmaueBTn nNpoBeAEeHHS KOHTPO/IK0 SKOCTI), ab0 BNacHMKka macrep-
naketax gns YyHa KoMMaHis thaiina Ha A®I, abo noctavanbHuka A®l/BrxigHOro
hapmMavn,eBn4HOro "3p0pos'a" marepiany/peareHTy/npoOMbKHOIO NPOAYKTY, L0
3aCTOCyBaHHA 3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACcyTHOCTI cepTudikata

BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbLE, a60 BUPOGHMKA HOBOI
[OMNOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y A0ChE) -
3MiHa HaliMeHyBaHHs BUPOGHMKa CyOCTaHLi
Xnop6yTtaHon remirigpat cpipmmn Polydrug Laboratories
Pvt. Ltd., India Ha ATUL BIOSCIENCE LTD, India, Ta
YTOYHEHHS afpecy BUPOOGHMYOT AinibHUL. BupobHuya
AOiNbHWLSA Ta yci BUPOOHNYI onepawii 3anuwarTbes
HEe3MiHHUMW; 3MiHK | Tuny - 3miHK 3 skocTi. CepTudiikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEeHOro cepTudikarta BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BifgnoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ana AONOMDKHOT
PeyvoBUHM (iHLWI 3MiHK) - BUTyYEHHA cepTuddikata
BiAgnoBigHOCTI EBponeiickkilt hapmakonei (CEP RO-
CEP 2009-112-Rev 00) ansa A®l XnopbyTtaHon
remirigpaT Bupo6HuyTBa Polydrug Laboratories Pvt. Ltd.,
India, y 3B'A3Ky 3 3aKiH4€HHSM CTPOKY 110ro Aji; 3MiHu |
Uy - 3MiHKU 3 AKOCTi. APl KoHTposb AdL. 3miHa y
meTofax BunpobysaHHs AP| abo BUXigHOro
marepiany/npomMiKHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
(He3HayHi 3MiHN y 3aTBEPKEHNX METOAAX
BMNPOGYBaHHS) - HE3HAYHI 3MiHW y MeToauL,i
BM3HAYEHHS “3a/IMLLKOBI KiNIbKOCTi OpraHiyHnx
PO34YMHHUMKIB" Ha cy6CTaHLil0 XnopbyTaHo remirigpar, a
came [JONOBHEHHSI METOAVKM NapameTpamu
XpomaTtorpagiyHoi cuctemu, 3MiHM B yMOBax
nNpuAaTHOCTI XpomaTorpacdiyHoi cuctemm Ta
po3paxyHKoBUX dhopmMyriax; 3miHu | Tuny - 3miHun 3
aKkocTi. CepTudpikaT BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei/moHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo EBponeiicbKoi

hapmakonei, abo iHLWOoi HaLioHasIbHOT dhapmakonei
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

aepxasun €C (3miHa y cneuudikauisix, nos'sA3aHa 3i
3miHamu B 1Y, abo €Bponeiickkiit hapmakonei, abo
iHWIili HauioHanbHI hapmakonei aepxasu EC) - 3MiHN Y
cneuyudikauii Ta meTogax KoHTposnto A®l XnopbyTtaHon
remirigpaT 3a nokasHukamu: - 3MiHa nikapcbkoi hopmu
3aTBEPKEHO: NOPOLLOK (cybcTaHuis) ans
dhapmaL|eBTUYHOro 3acTOCYBaHHS 3anponoOHOBaHO:
KpucTaniuyHmii nopoLok abo kpucTanm (cybctaHuis) ans
hapmMaLleBTUYHOrO 3aCTOCYBaHHS; - 10iaH0 B PO3/in
“Onnc”, Lo NOPOLLIOK Nerko cybiMyeTbCs;
-“|peHTuUdbikauis” npuBefeHHs cneumdikauii Ta MeToguky
BUNPOBYBaHHA [0 BUMOT MoHorpadii €Bponeincbkol
thapmakonei 9.6 “Chlorobutanol hemihydrate”
-“Temnepatypa nnaBfieHHs” BHECEHI pefakLiliHi npaBku,
HOPMYBaHHS Ta METOAUKN BUNPOOYBaHHA 3a/MLLEH] 6e3
3MiH; - BUAasieHHs nokasHuka “MikpobionoriyHa uncrora”
- BBeZleHHs rnokasHuka “omiwkun A i B” (He 6inbLue 0,10
% pomiwkn B Ta He 6inbwe 60 ppm AOMIWKN A)
BiANOBIAHO A0 BUMOr MOHorpadii €BponeiicbKol
thapmakonei 9.6 “Chlorobutanol hemihydrate” -
“KinbkicHe BU3HaAYEHHA" MeTOAMKY BUNPOOYBaHHSA
npuBeLeHo A0 BUMOTr MoHorpadii €Bponeincbkoi
thapmakonei 9.6 “Chlorobutanol hemihydrate”

306.

LIMKNIOCMOP
VH
ANKANOIp,

PO34unH opasibHUiA, 100
mr/mn no 50 mny
dhnakoHi; no 1 donakoHy,
2 wnpvuym (no ogHomy
AN BUKOPUCTaHHS npun
nikyBaHHi giTen Ta
popocnux) Ta 2
naacTmKoBi Npobku 3
KaHtoneto (No ogHin ans
KOXHOTO Wwnpuya) y
KapTOHHIA KOopoo6Li

ANKANOIL, AL
CKOMme

Pecny6nika
MiBHiYHaA
MakefoHis

ANKANOIL, AL
cKomre

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasis: 3MiHu |
TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
nocBigYeHHs) - 3MiHa agpecu 3asBHuKa 13 Ankanoig
ALl Ckon’e/ Alkaloid AD Skopje; 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
afpecy MicLA NPOBaMKEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IHOYAOUM AiNbHWLI BUMYCKY cepii abo micue
NpoBefEeHHS KOHTPOJTO AKOCTI. (AISNbHICTb, 3a AKy
Bignosigae BUPOGHUK/iIMNOPTEp, BKIOYAKOUU BUNYCK
cepiit) - 3miHa agpecu BupobHuka M3 Ankanoig AL,
Ckon’e/ Alkaloid AD Skopje, 6€3 3MiHU MicLs
BMPOOHULTBA; 3MiHW | TUNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- 3aMiHa po3giny «[padiyHe odhopMIEHHS YNaKoBKM» Ha
po3ain «MapkyBaHHsA» MKHA /13 3aTBeppkeHo:
'pachiuHe ochopmneHHst ynakoBkn HagaeTbes.
3anponoHoBaHo: MapKyBaHHS 3rifHO 3aTBEPAKEHOIO
TEKCTY MapKyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHchopma,ii
00 3a3HauYeHHS OAVIHWLL BUMIPIOBAHHSA Y cuctemi Sl

3a
peyenmom

UA/13324/02/01

307.

LMKNOCMNOP

Kancysim mM'ski no 25 mr,

ANKANOI AL

Pecny6nika

AJIKANOIL AL

Pecny6nika

BHECEHHS 3MiH 10 peecTpauliiHMx MaTepiasis: 3MiHu |

3a

UA/13324/01/01




Hasga
n/n

3acoby
NH

JliKapcbKo20

ynakoska)

dopma sunycky
(nikapcbka chopma,

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
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PeecmpayjiliHa npoyedypa

ANKANoOIA

no 10 6nicTepis y
KapTOHHiiA Kopo6Li

no 5 kancyn y 6nictepi;

CKorre

MiBHiuHa
MakefoHist

CKorre

MiBHiYHa

BUPOGHUKa

Ymosu
Bionycky

Homep

nocsi0o4YeHHs

308.

LUMKnocnor
NH

ANKANOIL,

no 10 6nictepiB y

Kancynu m'saki no 50 wmr,
no 5 kancyn y énicrepi;

ANKANOIA AL
ckorre

Pecny6nika
MiBHiYHaA

CKorre

ANKANOIA AL

Pecny6nika

MakefioHist

TMny - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro

A, Ckon’e/ Alkaloid AD Skopje; 3MiHu | Tuny -
AfMiHIiCTpaTUBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo
afipecy MicLA NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro likapcbKoro 3acoby,
BK/IHOYA0UM AiNbHWLI BUNYCKY cepii abo Micue
NpOBELEeHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK
cepiid) - 3MiHa agpecy BMpo6Huka M3 Ankanoig AL,
Ckon’e/ Alkaloid AD Skopje, 6e3 3MiHn Micus
BMPOOHULITBA; 3MiHM | TUMY - 3MiHK LWOA0
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHun)
- 3amiHa posginy «I'padivuHe ohopMIEHHS YNakoBKu»
Ha po3ain «MapkyBaHHA» MKA N13 3atBepaxeHo:
pachivuHe ochopmneHHs ynakoBkv HagaeTbes.
3anponoHoBaHo: MapkyBaHHs 3rifHO 3aTBEPAXEHOr0
TEKCTY MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iHpopmaLii
LLIOA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHSA y cucTemi Sl

NnocBiJYEHHS) - 3MiHa agpecu 3asaBHuKa /13 Ankanoig

peyernmom

309.

LMKNOCMOP
VH

KapTOHHIA KOopoo6Li

Kancynum m'ski no 100 mr,

no 5 kancyny énicrepi;

ANKANOIL,

ATKANOIL, AL

CKorre

MakefoHis

Pecny6nika
MiBHiYHaA

ANKANOIL, AL

MiBHiYHaA
MakefoHis

Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |
My - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
NnocBiJYeHHs) - 3MiHa aapecu 3asBHuKa 13 Ankanoig
A Ckon’e/ Alkaloid AD Skopje; 3MiHu | Tuny -
AZMiHICTpaTuBHI 3MiHWU. 3MiHa HaliMeHyBaHHs Ta/abo
azpecy Micusi NPOBaKEHHS Ai/IbHOCTI
BMpPO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IO4A0UM AiNbHULI BUMYCKy cepii abo micue
NpoBeAeHHS KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK
cepiii) - 3MiHa agpecy BupobHuka M3 Ankanoig A,
Ckon’e/ Alkaloid AD Skopje, 6e3 3MiHK MicLs
BMPOOHULITBA; 3MiHM | TUMY - 3MiHK LWOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- 3amiHa po3giny «IpacivyHe ohopmMNEeHHS ynakoBKm»
Ha po3ain «MapkyBaHHs» MK /13 3aTBepaKeHo:
"pachiuHe odhopmeHHs ynakoBku Hagaetbes.
3anponoHoBaHo: MapKyBaHHSA 3rifHO 3aTBEPAKEHOIO
TEKCTY MapKyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakKoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHchopma,ii
LLOA0 3a3HaYeHHA OAVHULbL BUMIPIOBaHHSA Yy cucTemi Sl

3a
peyenmom

UA/13324/01/02

no 10 6nictepiB y

CKorre

MakefoHis

MiBHiYHa

MakefoHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |

TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

3a
peyenmom

Ta/abo agpecu 3asBHUKA (BNACHUKa peecTpauiiHoro

UA/13324/01/03

peecmpayitiHo2o



n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)
KapTOHHI KOopoo6Li

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk
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Kpaina PeecmpayjiliHa npoyedypa
BUPOGHUKa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

310.

LUNTOMOKCA
H®

Kpanni o4Hi 0,5% no 5
My donakoHi; no 1
donakoHy y nauii

AT "®apmak”

Ykpaina

AT "dapmak”

nocBig4YeHHs) - 3MiHa agpecu 3asBHuKa 13 Ankanoig
AL Ckon’e/ Alkaloid AD Skopje; 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo
afpecy MicLA NPOBaMKEHHS Ais/IbHOCTI
BMpOGHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IHOYA0UM AiNbHWLI BUNYCKy cepii abo Micue
NpPOBELEHHS KOHTPO/TO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBiAA€e BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiii) - 3MiHa agpecy BMpo6HUKa M3 Ankanoig AL,
Ckon’e/ Alkaloid AD Skopje, 6€3 3MiHu MicLs
BUPOGHMLTBA; 3MiHW | TUNY - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- 3amiHa po3giny «I'padiiuHe 0hopMIEHHS YNakoBKu»
Ha po3ain «MapkyBaHHsA» MK /13 3aTBepxeHo:
pachiuHe ochopmneHHs ynakoBkn HagaeTbes.
3anponoHoBaHo: MapKyBaHHs 3rifHO 3aTBEPAKEHOIO
TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHchopmalii
00 3a3HaYeHHS OAVIHWLb BUMIPIOBaHHSA Y cuctemi Sl

Ykpaina

nocsi0o4YeHHs

BHECEHHS 3MiH 0 peecTpaliinHux maTepiasis: 3MiHu |
TMny - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asiBHMKA (B/lacHMKA peecTpaviliHoro
noceigyeHHs). 3mMiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHvKa peecTpauiiiHoro NocBig4YeHHs).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - AgMIHICTPaTUBHI 3MiHK
3MiHa Ha3BM NikapcbKoro 3acoby.
3MiHV BHeceHi LWoao Ha3su J13. 3aTBepaXeHo:
LIMTOMOKCAH. 3anponoHosaHo: LUTOMOKCAH®.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHSA. 3MiHU | TUNY - AAMIHICTPATUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NPOBaPKEHHS AiS/IbHOCTI BUPObHUKa/iMnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIKYaoUn AiNbHULL
BUMYCKy cepii ab0 micLe NpoBefeHHSI KOHTPOJIHO SKOCTI.
(misnbHiCTb, 3a AKy BignoBigae BUPO6GHMK/iMmopTep,
BK/IOUAOUM BUMYCK cepili) - 3MiHa Ha3BU Ta agpecu
BMPO6HUKa /13, 6e3 3MiH Micus BUPOOHULTBA. 3MiHN
BHECEHI B iHCTPYKLIit0 4719 MEeAUYHOro 3acTocyBaHHs /13
y p. "Brpo6HuK", "MicLe3HaxomKeHHs BUPOOHMKa Ta
oro agpeca Micusa NpoBaKEHHS AisNbHOCTI" 3
BiANOBIAHUMM 3MiHAMW B TEKCTI MapKyBaHHS yNakoBOK.
BBefeHHs 3MiH NpoTAroM 6-x micsliB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK). OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmauii Wwoao

3a
peyermom

UA/16865/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

3a3HavYeHHs OAVHMLb BUMIPOBaHHS Y cuctemi Sl. 3miHu
[0 3aTBEPAKEHOr0 TEKCTY MapkKyBaHHS YNakoBKY.
3arBepmkeHo: MAPKYBAHHA. Bignosigae
3aTBEPKEHOMY TEKCTY MapKyBaHHS, L0 AOAAETLCS.
3anponoHoBaHo: MAPKYBAHHA. 3rigHo
3aTBEPKEHOIO TEKCTY MapKyBaHHs. BBeeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPKEHHSA. 3MiHM |
TMny - 3MiHKn 3 aAkocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeOo6XiJHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi thapmakonei, abo
iHLWOI HaLjioHanbHOT hapmakonei aepxasu €C (iHLi
3MiHW) - NpuBeAeHHs cneumdikayii A®I 3a Noka3HUKOM
«laeHTudikauis» go sumor moHorpadii EP, - a came
[O[AETbCA TECT ifeHTudikaLii BUKOPUCTOBYOUM
pe3ynbTaTv BUNpoGyBaHHS «EHaHTiOMepHa YMcToTa»
B3aMiH BUNpobyBaHHA «ONTUYHE 06epTaHHs».
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikat
BignosigHocTI/TE-cepTudpikart BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMOBIAHICTb
0o MoHorpadii dY abo €sponeiicbkoi hapmakoneri,
abo iHWwoi HauioHanbHOI hapmakonei gepxasu €C (iHLi
3MiHW) - NpUBEAEHHSA MeToAy BUnNpobyBaHHa Ans Adl 3a
NnoKasHNKoM «KinbkicHe BU3HauYeHHA» [0 BumMor EP, - a
came BHOCATLCS 3MiHV BU3HAYEHHSI B yMOBaX
npoBefeHHs TecTy «CynpoBigHi AOMiWKn». 3MiHu | Trny
- 3MiHu 3 sKocTi. CepTudikat BignosigHoOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeOo6XiJHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi thapmakonei, abo
iHLWOI HalioHanbHOT hapmakonei aepxasu €C (iHLwi
3MiHW) - NpUBEAEHHSA cnevundikalili Ta meToay
BMUNpo6yBaHHA 4118 AD| 3a nokasHnKoM «CynpoBsigHi
Jomiwkv» 0o Bumor EP, - a came 3MiHEHO NpUroTyBaHHS
BMNPOGOBYBaHMX PO3YVHIB i PO3YMHIB MOPIBHSAHHS,
YyMOBM XpomaTorpadysaHHs Ta HOPMyBaHHS LOMILLIOK.
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikart BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMOBIAHICTb
0o MoHorpadii dY abo Esponeiicbkoi hapmakoner,
abo iHwWoi HauioHanbHOI hapmakonei gepxasu €C (iHLi
3MiHW) - BBEEHHSI MeTOAM BUNPOoGyBaHHs ans Ad| 3a
NoKasHNKOM «EHaHTioMepHa unctoTta — Jomiwka G He
6inblue 0,15 %»» i3 NpuBeAEeHHsIM 0 BUMOT MOHorpadii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
EP. 3miHun | Tuny - 3miHW 3 KOCTi. [OTOBWIA Nikapcbkunii

3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3MiHW) - BHECEHHS
3MiH A0 crneundikauii [13 3a nokasHukoM «CynpoBigHi
OOMILIKM». 3MiHW | TUNY - 3MiHK 3 AKoCTi. FoToBWi
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco6y. 3MiHa y MeTofax BUNPO6yBaHHS rOTOBOrO
NikapcbKoro 3aco6y (iHLWi 3MiHW) - 3MiHN [0 METOANKN
BMNpo6yBaHHSA /13 3a nokasHnkoM «CynpoBigHi
[OMILLKM» Y 3B’AA3KY 3i 3MiHK KpPUTEPIiB NPUAHATHOCTI

FeHepanbHU AUpeKTop

AvpekTopaTy chapMaueBTUUHOIO 3a6e3neyeHHs

OnekcaHgp KOMAPIOA
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