]

MIHICTEPCTBO OXOPOHH 3[JOPOB’Sl YKPAIHU

HAKAS3
15.02.2017 Ne 141
Kuis

[Ipo mep>kaBHY peecTpallito
(rlepepeecTpailito) TiKapCbKUX 3ac00iB
(MeIUYHUX iIMYHOOi0/IOTiUHKX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaLiiHiX MaTepiasiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIiB 5, 7, 9, 10 Tlopsinky mepkaBHOI peecTpalii (repepeecTpallii) JiKapCbKUX
3aco0iB, 3aTBep/KeHOro roctaHoBoo Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky JepykaBHOI peecTpaLil
(repepeecTpaiiii) MiKapCcbKUX 3aco0iB i po3MipiB 300py 3a iX Jep)kaBHY peecTpailito
(mepepeecTpaliito)», absaly TpuauaToro miAnyHKTy 10 nmyHKTy 4 IlonoxkeHHSI mpo
MiHicTepcTBO 0XOpPOHHM 370pOB’Sl YKpaiHU, 3aTBep/KeHOro rnocraHoBoro KabiHety
MinictpiB Ykpainu Big 25 Oepe3nsi 2015 poky Ne 267, Ha mificTaBi pe3y/bTaTiB
eKCITepPTHU3U  PEeECTpalliiHMX  MaTepialiB  JIKAapCbKUX  3aco0iB  (MeAUUHMX
iMyHOGionOTiYHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, ITI0 TO/jaHi Ha JeprKaBHY
peectpaliito  (repepeecTpaijito), NOpoBeJeHUX  [lep)KaBHUM  MiATIPUEMCTBOM
«/lep>kaBHUM eKCIepTHUM 1leHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHCHOBKIB 11[0/10 e(heKTUBHOCTi, 0e3MeuHOCTi Ta SKOCTi JIiKapChKOTO 3aco0y
(MeguuHOTO iMyHOOiO/IOTiUHOTO TMperapary), peKOMeHjallii Woro Ao JepkKaBHOI
peecTpallii (epepeecTpaliii) Ta BHECEHHS 3MiH [0 peeCTpaLliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DeeCTPy JiKapChbKuX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
riepesikoM (gomaTok 1).

2. IlepepeecTpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperiapaTd) 3rigHO 3
riepesikoM (JJoAaToK 2).



3. BHectu 3MiHM [0 peecTpauliHUX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha JiKapchkKi 3acobw (MeguuHi imyHOoOGiomoriuHi
riperiapaTH) 3TiJJHO 3 repesiikoM (JoAaTok 3).

4. BimMoBUTH Yy [lep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHeCEHHi 3MiH /10
peecTpaLiiiHUX MarepiasiB Ta [lep>aBHOTO peeCcTpy JiKapChKUX 3acobiB YkKpaiHu

MiKapChbKMUX 3aco0iB 3riiHO 3 TIepeslikoM (40/aToK 4).

5. KOHTpO/1b 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Jopartok 1

A0 Haka3y MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu

15.02.2017 Ne 141

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIO/TOMNYHUX NPEMAPATIB), AKI BHOCATbLCH
40 AEPXXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n | nikapcbKko20 (nikapcbka ¢hopma, 3as8HU BUPO6 BiOnycKy | yBaHHs | peecmpayiliH
3acoby ynakoska) Ka HUKa 020
nocsio4eHHs1
1. BOPUKOHA30O | Tabnetku, BKpUTI AnBoreH IMKo | Jllokcem6 nepBuHHE Ta BTOpUHE Ipeuis peecTpauis Ha 5 pokiB; 3a He UA/15524/02/02
N ANBOrEH NAiBKOBOK 060/I0HKOHO, C.ap.n ypr nakyBaHHs1, KOHTPO/1b cepii, 3060B’'s13aHHS NpY BUAadi peecTpawiiHoro peyenmom nionseae
no 200 mr Ne 14 (7x2), BiANoOBiAaE 3a BUMyCK cepii: NOCBiJYEHHS BiACYTHi.
Ne 28 (7x4), Ne 30 PAPMATEH C.A,, peuis; MepioAnYHICTb NOAAHHS PerynsapHo
(10x3) y 6nicTepax BMPOGHULTBO "in bulk", OHOB/IIOBAHOrO 3BiTY 3 6€3neKkn BiANOBIAHO
nepBuHHe Ta BTOPVHE £o MopsAaky 3aiicHeHHA Harnsgy 3a
nakyBaHHs1, KOHTPO/1b cepii, No6IYHMMM peakLissMU NiKapcbknx 3acobis,
BiNOBiAaE 3a BMMNYCK cepil: [,03BOJIEHNX 0 MEAMYHOIO 3aCTOCYyBaHHSA,
OAPMATEH IHTEPHELUHA 3aTBepAxeHoro Hakasom MO3 Big 27
CA, Ipeuis rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBsi locTuLji
Ykpainu 29 ciunsg 2007 poky 3a
Ne73/13340, cTaHOBUTbL: BIAMNOBIAHO A0
nepiogNYHOCTI CKNagaHHsa perynspHo
OHOB/IHOBAHOrO 3BITYy 3 6e3nekn
nikapcbKkoro 3acoby, A03BOMEHOT0 A0
MeJMNYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.
2. BOPUKOHA3O | Tabnetku, BKpUTI AnBoreH IMKo | Jllokcemb nepBuHHE Ta BTOpUHE Ipeuis peecTpavyis Ha 5 pokis; 3a He UA/15524/02/01
N ANBOreEH NAiBKOBOK 060/I0HKOHO, C.ap.n ypr nakyBaHHs1, KOHTPO/1b cepii, 3060B’'s13aHHS Npy BUAadi peecTpaviiHoro peyenmom nionseae
no 50 Mr Ne 14 (7x2), Ne BiAnNoBiAae 3a BUMNYCK cepil: NOCBIAYEHHS BIACYTHI.
28 (7x4), Ne 30 (10x3) y PAPMATEH C.A,, peuis; MepioAnYHICTb NOAAHHS PErynsapHo
6nicTepax BMPO6HULTBO "in bulk", OHOB/IKOBAHOrO 3BiTY 3 6e3nekn BiANOBIAHO
nepBuHHe Ta BTOpVHE [0 MopsAaky 3aiicHeHHA Harnsgy 3a
nakyBaHHs1, KOHTPO/1b cepii, No6IYHMMM peakLisiMun NiKapcbknx 3acobis,
BiNOBiAaE 3a BMMNYCK cepil: [,03BOJIEHUX 0 MEAMYHOI0 3aCTOCYyBaHHSA,
OAPMATEH IHTEPHELLHN 3aTBepxeHoro Hakasom MO3 Big 27
CA, Ipeuis rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBsi loCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBWTbL: BIAMNOBIAHO A0
nepiogNYHOCTI CKNagaHHa perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbkoro 3acoby, A03BONIEHOIO A0




Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n | nikapcbko20 (nikapcbka popma, 3as8HU BUPO6 BiOnycKy | yBaHHsi | peecmpayiliH
3acoby ynakoska) Ka HUKa 020
nocsio4eHHs1
MeAMYHOro 3aCTOCYBaHHS, Ha
LLeHTPa/IbHOMY PiBHi.
3. F'YAUPEHE3UN KpycTaniuyHWin NOPOLLIOK MNAT "®dapmak” | Ykpaina 'eHHekc labopaTopic JlimiTeq, IHAiA peecTpauist Ha 5 pokis - He UA/15792/01/01
H (cybcTaHuis) y naketax niosnsieae
noaBiHMX
noslieTuNeHoBMX oNs
chapmaLeBTU4YHOro
3acTocyBaHHs
4, AE3NOPATAL NMOPOLLOK KPUCTasTivHWI MpAT YkpaiHa BACYOAXA ®APMA XEM IHais peecTpauist Ha 5 pokis - He UA/15793/01/01
NH (cy6eTaHuis) y "TexHonor" NIMITEL niosnsieae
noABiiHNX
nonieTnIeHoBux
naketax (BepxHii
YOpHWiA) ans
chapmaL,eBTU4YHOro
3aCTOCYBaHHSA
5. KAPBAMASENI | nopoLloK KpucTatiuHuii YKEMIAHT Kutaii YKEMIAHT VIY)KOY Kutaii peecTpaujs Ha 5 pokis - He UA/15795/01/01
H (cy6eTaHuis) y nyxoy ®APMACBIOTIKAN KO., NTA. nionsizae
noaBiniHMX ®APMACBIOT
nonieTnNeHoOBUX IKAJT KO.,
naketax ans nTAa.
chapmaLeBTU4YHOro
3acTocyBaHHs
6. KAPBEAWNON | tabneTtku, BKpUTI Aypo6iHao IHAisa Aypob6iHgo ®apwma flimiteq, IHAjis peecTpauisi Ha 5 pokis 3a He UA/15796/01/01
AYPOBIHAO NNiBKOBOK 060/I0HKOHO, dapma /114 (KOHIT 1) peyenmom niosnsieae
no 6,25 mr Ne 30 (10x3)
B bGriicTepax
7. KAPBEAWNON TabneTku, BKPUTI Aypob6iHao IHais AypobiHgo dapma Jlimites, IHais peecTpadist Ha 5 pokis 3a He UA/15796/01/02
AYPOBIHAO N1iBKOBOK 060/I0HKOLO, dapma Nl1g (HOHiIT III) peyenmom nionsizae
no 12,5 mr Ne 30 (10x3)
B bnicTepax
8. KAPBEAMNON TabneTkn, BKPUTI Aypob6iHA0 IHais Aypob6iHao dapma JlimiTeq, IHais peecTpauist Ha 5 pokis 3a He UA/15796/01/03
AYPOBIHAO NiBKOBOK 060/10HKOHO, ®apma /114 (FOHIT II1) peyenmom niosnsieae
no 25 mr Ne 30 (10x3) B
bnicTepax
9. KNCEHb piovHa (cybcTaHuis) y MNAT Ykpaina MAT "MiBgeHTexras" YkpaiHa peecTpauist Ha 5 pokis - He UA/15797/01/01
MEANYHUIA KpiOreHHMX NocyauHax, "MisaeHTexras nionszae
PIAKNIA uMcTepHax Ans "
KpiOreHHuX piavH
10. NA®EPOH- niogpinisart gns TOB Ykpaina TOB "HaykoB0-B1po6GHMYa YkpaiHa peecTpauis Ha 5 pokis; 6e3 nionseae | UA/15811/01/01
®APMBIOTEK® | npurotyBaHHs kpanesnb "HaykoBo- KomMaHisa "IHTepdapmbioTek” 30608B’13aHHA NpY BUAAYI peecTpawiinHoro peyenma
HA3A/TIbHUI HasaibHMX no 1 msH MO BUPOGHMYA NoCBigYEHHS BIACYTHI.
y thnakoHax Ne 1 B KOMMaHis MepiognyHiCTb NOAAHHA PErynspHo
KOMM/IEKTI 3 KPULLKOKO- "IHTepcapmbi OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
KpanenbHuLeto oTek" [0 Mopsaaky 3aiicHEHHA Harnsgy 3a

no6i4YHVMU peakLisimMy NiKapCbknX 3acobis,




Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n | nikapcbko20 (nikapcbka popma, 3as8HU BUPO6 BiOnycKy | yBaHHsi | peecmpayiliH
3acoby ynakoska) Ka HUKa 020
nocsio4eHHs1
[03BOMIEHNX [0 MENYHOIO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
Ykpainu 29 ciuHs 2007 poky 3a
No73/13340, cTaHOBWTbL: BIAMOBIAHO A0
nepioguYHOCTI K AN NiKapCcbKoro 3acoby
nicnsa gepxasHOI peecTpauii B YkpaiHi, K
y NepLUIii KpaiHi CBITy.
11. NEPKAHOCT TabneTku, BKpUTI TOB «HOCTA Ykpaina Bankandapma AynHuus AL Bonrapi peecTpauist Ha 5 pokis 3a He UA/15777/01/01
NAiBKOBOK 060/I0HKOHO, PAPMA» a peyenmom nionsi2ae
no 10 mr Ne 28 (14x2) y
6nictepax
12. NEPKAHOCT TabneTku, BKPUTI TOB «HOCTA YkpaiHa Bankandapma AynHuusa AL Bonrapi peecTpadist Ha 5 pokis 3a He UA/15777/01/02
NAiBKOBOK 060/I0HKOHO, OAPMA» a peyenmom nionsieae
no 20 mr Ne 28 (14x2) y
bnictepax
13. METWAMNPEAHI | nopowok (cybcTaHuis) y CaHodpi Ximi ®paHuia CaHodi Ximi ®paHuia peecTpauisi Ha 5 pokis - He UA/15799/01/01
30/10HY noaBiniHMX niosnsieae
FEMICYKUWUHA | nonieTnneHosux
T naketax ans
chapmaLeBTU4YHOro
3acTOCyBaHHs
14. MOKCU®NOKC | po3uunH ans iHdysiid, 400 TOB "TeBa YkpaiHa AT ®PAPMATEH Ipeuis peecTpauisi Ha 5 pokis 3a He UA/15803/01/01
AUNH-TEBA Mr/250 mn no 250 mny YkpaiHa" 3060B’s13aHHA NpY BuAadi peecTpauiiiHoro | peuyenmom niosnsieae

donakoHi Ne 1, Ne 5, Ne
12

NOCBIAYEHHS ICHYIOTb — HaAaHHSA
[AeTa/IbHOro ONMcy CUCTEMM YNpaB/iHHA
pv3viKamun y BUIAIsSA nnaHy ynpas/iHHA
pusukamu o 30.10.2017 BignosigHoO A0
nianyHkty 1.8.2 nyHkTy 1.8 gogatky 5
Mopsaky NPoBeAEHHS ekcnepTusmn
peecTpavuiiiHMX MaTepianis Ha Nikapcbki
3aco6u, L0 NoAAITLCS Ha fepXaBHy
peecTpadito (nepepeecTpalLiio), a Takox
eKcrnepTM3n MaTepiasliB NPo BHECEHHS 3MiH
[0 peecTpauiiiHix martepianis NpoTArom
Ail peecTpauiiiHoro nNocBig4eHHs,
3aTBEpAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA PErynspHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
[0 Mopsaaky 3aiicHEHHA Harnsgy 3a
no6iYHVMU peakLisimy NikapCbknx 3acobis,
[03BOSIEHNX [0 MELMYHOIO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,




Ne
n/n

Hassa

NliKapCcbKO20

3acoby

dopma BUMNYyCKY
(nikapcbka popma,
ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina
BUPO6
HuUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayitiH
020
nocsioO4YeHHs

3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji

Ykpainu 29 ciuHs 2007 poky 3a

No73/13340, cTaHOBWTbL: BIAMOBIAHO A0

NepioANYHOCTI CKNagaHHS perynsipHo
OHOB/IOBAHOIO 3BIiTY 3 6e3neku

niKapcbKoro 3acoby, 403BOIEHOro A0
MeAMYHOro 3aCTOCYBaHHS, Ha

LEHTPa/IbHOMY PiBHI

15.

HA30 BEBI

Kpanni HasasibHi,
po3yuH, 0,1 mr/mn no 8
My cpnakoHax Ne 1

ToBapucTBO 3
06MexeHo
BiANOBiAabHI
CTHO
"®apmavesTn
YHa KOMMaHis
"3p0pos'a”

Ykpaina

ToBapuCTBO 3 OOMEXEHO0
Bi4nNoBIAANLHICTIO
"papmaneBTUYHaA KOMNaHis
"3p0pos'a”

YkpaiHa

peecTpavuis Ha 5 pokiB;
30608B’s13aHHA NpY BUAA4i peecTpawiinHoro
NOCBIAYEHHS iICHYIOTb — HaAAHHSA
AeTasbHOro OnMcy CUCTEMM YNpaB/liHHA
pusnKaMun y BUrNs4i naady ynpasniHHA
pu3ukamu o 30.10.2017 BignosigHo A0
nignyHkty 1.8.2 nyHkTy 1.8 gogatky 5
Mopsaky NpoBefeHHsA ekcnepTusn
peecTpavuiiHux MaTepiasis Ha flikapcbki
3ac06y, Lo NoJaloTbCs Ha JepXaBHY
peecTpadito (nepepeecTpadiio), a Takox
eKcrnepTm3n MaTtepiasiiB Npo BHECEHHS 3MiH
[0 peecTpavuiinHMX MaTepianis NpoTAaroMm
Ail peecTpauiiiHoro nNocBig4eHHs,
3aTBepAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA PErynsipHo
OHOB/IKOBAHOrO 3BiTY 3 6e3nekn BiANOBIAHO
[0 MopsAaky 3aiicHeHHA Harnsgy 3a
No6iYHMMM peakLisiMun NiKapcbknx 3acobis,
[03BOJIEHVX A0 MEANYHOTO 3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBsi loCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBWTbL: BIAMNOBIAHO A0
nepiogNYHOCTI CKNagaHHa perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, [03BONEHOIO A0
MeLMNYHOro 3aCTOCYBaHHS, Ha
LLeHTPa/IbHOMY PiBHi.

6e3
peyenma

He
niosnsiecae

UA/15806/01/01

16.

DEBYKC®-40

TabneTku, BKPUTI
N/1iBKOBOK 060JI0HKOLO,
no 40 mr Ne 30 (10x3) y
bnictepax

Mikpo Na6c
Nimiteq

IHais

Mikpo Nla6c Nimites,

IHais

peecTpaList Ha 5 pokis

3a
peuyenmom

He
nionsieae

UA/15800/01/01

17.

DEBYKC®-80

TabneTku, BKpUTI
NNiBKOBOK 060/IOHKOI,
no 80 mr Ne 30 (10x3) y

Mikpo a6c
NimiTen

IHais

Mikpo Jla6c Nimites

IHais

peecTpauisi Ha 5 pokis

3a
peyenmom

He
nionsieae

UA/15800/01/02




Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n | nikapcbko20 (nikapcbka popma, 3as8HU BUPO6 BiOnycKy | yBaHHsi | peecmpayiliH
3acoby ynakoska) Ka HUKa 020
nocsio4eHHs1
6nictepax
18. DEPOKCU], PO34UH A1 iH €EKLi, no M.BIOTEK Benvka XENN C.A. Ipeuis peecTpadist Ha 5 pokis 3a He UA/15804/01/01
20 mr/mn, no 5 mn B NIMITEL BpuTaHis 30060B’'s13aHHS Npy BUAadi peecTpawiiHoro peyenmom nidnseae
amnynax Ne 5 MOCBIAYEHHS ICHYIOTb — HaAaHHA
[AeTasIbHOro OnMcy CUCTEMM YNpaB/iHHA
pu3nKkamun y BUrNs4i nnaHy ynpasniHHA
pu3sunkamu o 30.10.2017 BignosigHoO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5
Mopsaky NpoBeAeHHs ekcnepTnan
peecTpauiiHux MaTepiasiB Ha flikapcbki
3aco6u, L0 NOAAITHLCS Ha fepXaBHy
peecTpavito (nepepeecTpavito), a Takox
eKcrnepTn3n MmaTepiasiiB NPo BHECEHHS 3MiH
[0 peecTpauiliHix maTtepianis NpoTArom
Aii peecTpaviiiHOro nNocBig4eHHs,
3aTBepkeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIOBAHOrO 3BiTY 3 6€3neKku BiANOBIAHO
[0 MNopsagky 34icHEeHHs Harnagy 3a
NoGIYHMMM peakLisimy Nikapcbknx 3acobiB,
[03BOSIEHNX 1O MELMYHOTO 3aCTOCYBaHHS,
3aTBepAXeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
YkpaiHu 29 ciyns 2007 poky 3a
Ne73/13340, cTaHOBUTL: BIANOBIAHO 40
NepiofNYHOCTI CKNaAaHHs perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, f03BO/IEHOTO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHi.
19. PNIYAAMELA KOHUeHTpaT ans Anbmega LLiBeiiuap AxTasic ITani C.n.A. ITania peecTpauist Ha 5 pokis 3a He UA/15801/01/01
PO34MHY ANS iH EKLi PapmacbioTika is peyernmom nionsizae
abo iHQysin, 25 mr/mn nc Ar
no 2 mn (50 mr) y
donakoHax Ne 1
20. LUKNOPOCDA | nopoLlok A5 PO3UUHY CaHpo3 CnoBeHis BTOPUHHA yNakoBKa, KOHTPO/1b AscTpisi/ peecTpauisi Ha 5 pokis 3a He UA/15802/01/01
MIg CAHAO3® | ans iH ekuiii abo iHgysii | dapmacbloTika Ta BMNyCK cepil: Kuraii/ peyenmom niosnsieae
no 500 mr y chnakoHi Ne n3 a.a. EBEBE ®apma Nec.m.6.X. Hor. | Himeuun
1, Ne 2 KI', ABCTpisi; Ha

BMPOBOHULTBO Hepo3dhacoBaHoOl
NpoAyKLii, NepBUHHA ynakoBkKa:
[xisiHrcy Xenrpyi Megiuix Ko.,

NTa., Kntaig;
KOHTpPO/b cepii:




Ne
n/n

HasBa
NliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka popma,
ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina
BUPO6
HuUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayitiH
020
nocsioO4YeHHs

YmdcpopaHa la6op dotop
AHaNITIK yH],
AydhTparccopLuyHr
M6X&K0.KI™, HimeuunHa;
KOHTPO/b Ccepil:
JNlabop /1+C Al, HimeyumHa

HavanbHUK YnpaBniHHA hapmaleBTUYHOI

AIANBHOCTI Ta AKOCTiI (papmaLeBTUYHOT NPOAYKLiT

T.M. JIAcKOBCbKUi




Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

15.02.2017 Ne 141

NEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
L-BANIH NnopoLUoK (cybeTaHuis) y MpaT YkpaiHa KioBa Xakko Bio Ko., AnoHis nepepeecTpawis - He nidnisieae UA/12025/01/01
nosieTuIeHoBUX "MynbTichapma” nrg Ha HeOBMEeXeHWA
nakeTtax Ans TepMiH
BMpOBOHULTBA
CTEPUSIBHUX NIKAPCHKNX
dopm
L-OPHITUHY L- nopoLUoK (cybeTaHuis) y MAT "®dapmak” YkpaiHa EBoHik Pekcim C.A.C. PpaHuin nepepeecTpavis - He nidnisieae UA/12157/01/01
ACNAPTAT nakeTax noABiNHMX Ha HEOBMEXeHWIA
nonieTuneHoBux ans TEepMiH
BMpPOBOHULTBA
CTepu/ibHUX Ta
HecTepuIbHNUX
niKkapcbknx goopm
L-NPONIH NMopoLoK (cybcTaHuis) y MpaT YkpaiHa KioBa Xakko Bio Ko., AnNoHis nepepeecTpawis - He nidnisieae UA/12031/01/01
nosnieTnIeHoBUX "MynbTidhapma” nrp, Ha HeoBbMeXeHWiA
naketax gns TEepPMiH
BMPOGHULTBA
CTePUIbHUX NIKAPCbKNX
hopm
L-®EHINANAHIH | nopowok (cybcTaHuis) y MpaT YkpaiHa KioBa Xakko bio Ko., AnoHis nepepeecTpauis - He nidnseae UA/12033/01/01
nonieTnIeHoBux "MynbTidhapma” nrp, Ha HeoOMeXeHWIA
naketax gns TEePMiH
BMPOGHULITBA
CTePUIbHUX NIKapPCbKNX
dhopm
AMIHON® pO34uH A1 iHdysili no TOB "tOpis-®apm” YkpaiHa TOB "tOpis-®apm” YkpaiHa nepepeecTpauis 3a peyenmom | He nidnsieae UA/5616/01/01
100 mn, a6o no 200 mn, Ha HeobMeXeHWi
a60 no 400 mn y nasAwui TepMiH; 3MiHn |
CKNSAHI; Mo 1 naswyi B My - 3MiHN
naJui; no 3 mn abo no 5 uofo
My chnakoHi; no 1 abo 6e3nekn/edpekTvB
no 5 dpnakoHiB B maui HOCTI Ta
dhapmakoHarnsgy.
3MiHa y KopoTkiit
xapakrepuctui
niKkapcbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

3aco0y, TeKCTi
MapKyBaHHSA Ta
IHCTPYKLUi gns
MeANYHOro
3aCTOCYBaHHA Ha
nigcrasi
perynsipHo
OHOB/IIOBAHOrO
3BiTYy 3 6e3neku
nikapcbKoro
3acoby, abo
LocnigpkeHs 3
6e3neku
3aCTOCYBaHHSA
nikapcbKkoro
3acoby B
nicnspeecTpauiiH
nii nepiog, abo sk
pe3ysnbTaT OUiHKM
3BiTY 3
LOCNiMKeHb,
npoBefeHnx
BignoBigHO A0
nnaxy
negjiaTpuyHnx
pocnigpkeHs (PIP)
(iHLWi 3MiHK) -
3MiHM BHECEHO A0
IHCTPYKLiT AnA
MeAMYHOro
3acTocyBaHHSA
npenapary Ao
posgainy
"MpoTunokasaHHA"
BignoBigHO A0
iHchopmauii
CTOCOBHO fjil0umnx
peyoBuH
nikapcbKkoro
3acoby.

MepiognyHicTb
nofaHHs
perynsipHo
OHOB/II0BAHOIO
3BITy 3 6e3nekn
BignoBigHO A0
Mopaaky
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

3iiCHEeHHS
Harnsgy 3a
no6i4YHVMK
peakuisMm
niKapcbknx
3acobi.,
[103BOSIEHUX [0
MeAMYHOro
3aCTOCYBaHHS,
3aTBEPKEHOr0
Haka3zom MO3 Big
27 rpygHsa 2006
poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
HoCTULT YKpaiHm
29 ciyHa 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BiANOBIAHO A0
nepioguYHOCTI
cKnafjaHHs
perynspHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
nikapcbKkoro
3acoby,
[103BOSIEHOTO 10
MeAMYHOro
3acToCcyBaHHs, Ha
LieHTpasibHOMY
PiBHi.

BIONIK
Ty6epkynin MNA4-
n

pO34MH A5 iH'EKUI 3
akTusHicTio 2 TO/no3a
no 0,6 mn (6 gos), mo 1

mn (10 po3), no 3 mn (30

0o3) B amynax Ne 10;

ab6o komniekT: 1 amnyna

no 0,6 mn (6 #os), 3
WwinpuLa 3 ronkamu ans
BUTAraHHA, 3 rosikn ons
BBE/EHHS!, abo
komnnekT: 1 amnyna no
1 mn (10 go3), 5
LINpULIB 3 rosikamu ans
BUTSAraHHs, 5 ronok ans
BBEAEHHS

MAT
"®APMCTAHOAPT
-BIOJIIK"

YkpaiHa

MAT
"OAPMCTAHOAPT-
BIONIK"

YkpaiHa

nepepeecTpauis
Ha HeoOMEXEeHWIA
TEPMiH;
3MiHu | TRy -
3MiHV Woao
6e3nekn/edexkTns
HOCTI Ta
dhapmakoHarnsgy.
3MiHa y KopoTkiit
xapakrepuctui
nikapcbKoro
3acoby, TekcTi
MapKyBaHHSA Ta
IHCTPYKLii AnA
MefMYHOro

3a peyernmom

He nidnsieae

UA/15771/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
3aCTOCYBaHHA Ha
nigcrasi
perynsipHo
OHOB/IIOBAHOTO

3BiTYy 3 6e3nekn
nikapcbKkoro
3acoby, abo
nocnigpxeHs 3
6e3neku
3acTocyBaHHSA
nikapcbKoro
3acoby B
nicnspeecTpauiiH
nii nepiog, abo sk
pesynbTaT OLiHKK
3BITY 3
LocnigpkeHb,
npoBefeHnx
BigMNoBigHO A0
nnavy
negjiatpuyHmx
pocnipxeHs (PIP)
(iHWi 3MiHW).
3MiHM BHECEHO A0
IHCTpYKLUii gns
MeAMYHOro
3acTocyBaHHsA
npenapary Ao
po3ginis
"MMoka3aHHA"
(6yno: Mpenapar
npusHadyeHuii gnsa
3[jACHEHHS
BHYTPILLIHBOLLKIPH
oi Ty6epkyniHoBOI
npo6u MaHTy 3 2
TOBO0,1 Mn: - g
AjiarHocTuku
Ty6epkynbLo3y Ta
BUSIBNEHHSA TPYyN
pu3nky 3
NaTeHTHO
Ty6epKy/IbO3HO
iHObeKuieto; - ans
BW3HAYEHHS
iHchikoBaHOCTI
HaceneHHs Ha
Ty6epKybo3 (4n
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

CTaHy niaBuLLEeHOT
YyT/IMBOCTI A0
Ty6epKyniHy,

AKLLO
nicnsBakuyHanbH

a aneprisi, Wo mMae
Mmicue, He gae

nigcTas roBopuTH

npo

iHhikoBaHiCTb); - 3

MeToH Bif6opy

KOHTUHIEHTY AN
peBakuuHauii
BLDK; cTano:

MNpenapar
npu3HadYeHnii gns
3[jACHEHHS

BHYTPILLIHbOLLKIPH

oi Ty6epKy/iHOBOI

npobu MaHTy 3 2

TO 80,1 Mn gnAa
[jarHoCTrKn
iHghikyBaHHSA

Ty6epKy/1Ib03HO

MiKobakTepieto, a

TaKox Ans
BUPILLEHHSA
nMTaHHA
npoBefeHHs
wenneHHs BLPK),

"MpoTunokasaHHA"
, "B3aemogis 3

HLWMMK
niKapCbKUMmn
3acobamu Ta iHLi

BMAMW B3aemogiii",
"OcobnuBocTi

3aCTOCyBaHHSA",

"3acTocyBaHHs y

nepiog, BariTHOCTi

abo rofyBaHHs
rpyasio” (posain
6yB BiACYTHIli B
Aitouili iHCTpyKU;T;
ctano: faHi
BiACYTHi),
"3paTHicTb
BN/MBATK Ha
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

LIBMAKICTb peakuil
npw KepyBaHHI
aBTOTPaHCNOPTOM
abo po6orTi 3
HLWIMK
mMexaHismamm"
(po3gin 6yB
BifICYTHIli B fjitouiit
IHCTPYKL,T),
"Cnoci6
3acTocyBaHHA Ta
0031" (YTOUHEHHS
iHchopmawii),
"Oitn" (po3gain 6ys
BiZICYTHiVi B Ajitouiii
IHCTpYKLi, cTano:
3acTocoByBaTu
AOiTAM BiKOM Big, 2
MicsauiB),
"Mepeno3syBaHHA"
(po3gin 6yB
BiICYTHIVi B fjtouii
IHCTPYKU,T),
"Mo6iuHi peakwyi”,
"HecymicHicTb"
BignoBigHO A0
marepianis
peecTpadiiHoro
[OCbe Ta
BUCHOBKa
KOHCY/IbTaTUBHO-
eKCnepTHOT rpynu
"BakuuHu Ta
iMyHOTOriYHI
npenaparmn”.
30608B’A3aHHA Npn
Bugaui
peecTpadiiiHoro
nocBifyYeHHA
iCHYIOTb —
HafaHHs
[AeTanibHoro onucy
cuctemn
ynpaBniHHA
pr3nkamm y
BUIAAI nnaHy
ynpaBniHHA
pv3nkamu Ta
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

[ONOBHEHHS A0
ornsaay KniHiYHnX
AaHux o
30.10.2017
BignoBigHO A0
nignyHkry 1.13
NyHKTY 1,
nignyHKTy 2.3
NYyHKTY 2 fogartky
15 po Nopsaaky
npoBefeHHs
eKkcnepTusmn
peecTpauiiHnx
mMartepianis Ha
nikapcbki 3acobm,
LLIO NOAAI0THCS Ha
AepxaBHy
peecTpadito
(nepepeecTpauito)
, & TaKoX
ekcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux
marepianis
npoTsarom aji
peecTpadiiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big
23.07.2015 Ne
460).
MepiognyHicTb
nofaHHs
perynsipHo
OHOBJ1IOBAHOI0
3BITY 3 6e3nekn
BignoBigHO A0
Mopaaky
3[iiCHEeHHS
Harnsgy 3a
no6i4YHVMK
peakuisMm
niKapcbKknx
3acobi.,
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Homep

n/n

Hassa
JNliKapcbKo20

Popma sUMyCKy
(nikapcbka ¢hopma,

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

peecmpayitiHo2o
nocsio4eHHs1

3acoby

ynakoska)

[103BOSIEHUX [0
MeAMYHOro
3aCTOCYBaHHS,
3aTBEPAKEHOr0
Hakazom MO3 Big
27 rpygHsa 2006
poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
HoCTULT YKpaiHm
29 ciyHa 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BiANOBIAHO A0
nepioguyHoOCTI
cKnafjaHHs
perynspHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
nikapcbKkoro
3acoby,
[103BOMIEHOTO0 10
MeLNYHOro
3acToCyBaHHS, Ha
LieHTpasibHOMY
PiBHi.

He nidnsieae

UA/15772/01/01

BIONIK
Ty6epkynin MNA-
n

PO34YMH ANS iH'EKLR 3

akTusHicTio 2 TO/fno3a in

bulk: no 30 amnyn no

0,6 mn (6 go3s) abo no 1
mn (10 pos) a6o no 20

amnyn no 3 mn (30 go3)
Y KapTOHHIll YapyHKOBIi
ynakosLi; no 10 a6o no

20 KapTOHHMUX

HYapyHKOBUX YNakOBOK B

ynakoBLj 3 KAPTOHY

MAT
"®APMCTAHOAPT
-BIOJIK"

YkpaiHa

MAT
"OAPMCTAHOAPT-
BIONIK"

YkpaiHa

nepepeecTpauis
Ha HeoOMEXeHWIA
TEPMiH;
30608B's3aHHA Npn
Buaaui
peecTpavuinHoro
NoCBigYEHHSs
iCHYIOTb —
HajaHHs
[AeTasibHoro onucy
cuctemu
ynpas/iiHHA
pr3nkamm y
BUINAAI NnaHy
ynpas/iiHHA
pu3nkamu Ta
[IONOBHEHHS A0
ornsay KNiHiYHNX
JaHunx o
30.10.2017

BiANOBIAHO A0
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

nignyHkry 1.13
NyHKTY 1,
nignyHkTy 2.3
NYHKTY 2 fogarky
15 po Mopsaky
npoBefeHHs
eKcrnepTusn
peecTpauiitHnx
marepianis Ha
nikapcbki 3acobwm,
LLI0 NOAAI0TbCS Ha
[epXaBHy
peecTpadito
(nepepeecTpadiio)
, & TaKoX
eKcrnepTusn
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
martepianis
npotsarom fAii
peecTpadiiHoro
NoCBIJYEHHS,
3aTBEPKEHOrO
Hakazom MO3 Big
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big
23.07.2015 Ne
460).
MepiognyHicTb
noAaHHs
perynsipHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
BiANOBIAHO A0
Mopagky
3[jACHEHHS
Harnsgy 3a
noGiYHNMK
peakuisMmu
NiKapcbKnx
3acobi.,
[103BOSIEHUX [0
MeAMYHOro
3aCTOCyBaHHA,
3aTBEPAKEHOr0
Hakasom MO3 Bif
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

27 rpygHsa 2006
poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
toCcTULT YKpaiHu
29 ciyHa 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BigMNoBigHO A0
nepiognYHocCTI
cknafiaHHsn
perynsipHo
OHOB/IIOBAHOTO
3BiTY 3 6e3neku
nikapcbKoro
3acoby,
[103BOSIEHOrO [10
MeANYHOro
3acTocyBaHHs, Ha
LieHTpasIbHOMY
PiBHi.

BIHMOLIETUH-
ACTPA®APM

Tabnetkn no 5 mr, no 10
TabneTtok y 6nictepi, no
2,a6ono 3,abono 5
6nictepiB y Kopobui

TOB
"ACTPAGAPM"

YKpaiHa

TOB "ACTPA®APM"

YKpaiHa

nepepeecTpavis
Ha HeoBMeXeHWin
TepMiH; 3MiHu |
My - 3MiHU
oo
6e3nekn/edekTus
HOCTi Ta
hapmakoHarnsgy.
3MiHU Y KOpPOTKili
Xapakrepuctui
nikapcbkoro
3aco0y, TeKCTi
MapKyBaHHSA Ta
IHCTPYKLUi gns
MeAnYHOro
3aCTOCYBaHHSA
reHepuyHux/ribpu
[LHVX/6ionoAi6HNX
niKkapcbKknx
3aco6is nicns
BHECEHHS Ti€l
camoi 3MiHU Ha
pedepeHTHU
npenapar (3miHa
He notpebye
HaflaHH$ XXOAHMX

3a peyenmom

He nionsiecae

UA/5622/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

HOBWX [0AATKOBUX
OaHux) - 3MiHu
oo 6esneku
3acTocyBaHHSA

BHECEHO A0
IHCTPYKLUi gns
MeANYHOro
3aCTOCYyBaHHSA
npenapary o
po3sginis

"MMpoTunokasaHHA"

, "Mo6IuHI
peakuii”,
"3acTocyBaHHs Y
nepiog, BariTHOCTi
abo rofyBaHHs
rpyaar”,
"3paTHicTb
BN/MBATY Ha

LWIBUAKICTb peakuii
npun kepyBaHHi

aBTOTPaHCNOPTOM

a6o iHW1MK
MexaHiamamun",
"OcobnuBocTi
3acTocyBaHHs"
BiANOBIAHO A0
pedhepeHTHOro

nikapcbKoro

3aco6y (KaBiHTOH,
Tabnetkv no 5
Mr).

30608B’sA3aHHA Npn
Buaaui
peecTpadiiiHoro
NoCBigYEHHSs
iCHYIOTb —
HajaHHs
[ONOBHEHHS [0
ornsaay KniHiYHnX
AaHux o
30.10.2017,
BignoBigHO A0
nignyHkTy 2.3
NYHKTY 2 fofarky
15 po Mopsaky
npoBefieHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
eKcnepTnsmn

peecTpauiitHnx
marepianis Ha
nikapcbki 3acobwm,
LL|0 NOAAI0THCS Ha
[epXaBHy
peecTpadito
(nepepeecTpadito)
, & TaKoX
eKcrnepTusn
martepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis
npotarom fAii
peecTpaLiiHoro
NOCBIJYEHHS,
3aTBEPKEHOrO
Hakazom MO3 Big
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big
23.07.2015 Ne
460).
MepiognyHicTb
noAaHHs
perynsipHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
BiANOBIAHO A0
Mopaaky
3[jACHEHHS
Harnsgy 3a
noGiYHNMK
peakuisMmu
NiKapCcbKnx
3acobi.,
[103BOSIEHUX [0
MeAMYHOro
3aCTOCyBaHHA,
3aTBEPAKEHOr0
Haka3om MO3 Big
27 rpygHsa 2006
poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
toCcTULT YKpaiHu
29 ciyHsa 2007
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

poky 3a
Ne73/13340,
CTaHOBWTb:
BigMNoBigHO A0
nepiognYHoCTI
cknafaHHsn
perynsipHo
OHOB/IIOBAHOrO
3BiTYy 3 6e3neku
nikapcbKoro
3acoby,
[103BOJIEHOTO [10
MeANYHOro
3acTocyBaHHs, Ha
LieHTpasIbHOMY
PiBHi.

IF'YBKA
FEMOCTATUYHA
®

cyxa peyosuHa no 0,8 r
y NAAwWLi abo thnakoHi;
no 1 naswuyji aéo
dhnakoHy B nauui 3
KapToHy

TOB "BIO®APMA
MNA3MA"

YKpaiHa

TOB "BIO®PAPMA
MIA3SMA"
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BUMYCK Cepiif;
BTOPWHHE MakKyBaHHS,
BUMYCK Cepiid)

YKpaiHa

nepepeecTpavis
Ha HeoBMeXeHuin
TepMiH;
MepioAnyHICTb
nofaHHs
perynsipHo
OHOB/IIOBAHOrO
3BiTYy 3 6e3neku
BignoBigHO A0
Mopagky
3iiCHEeHHS
Harnsgy 3a
no6i4YHNMK
peakuismm
NiKapCbKnx
3aco6is,
[03BOJIEHNX A0
MeAnYHOro
3aCTOCyBaHHS,
3aTBEPIKEHOrO
Hakazom MO3 Big
27 rpypHsa 2006
poky Ne898,
3apeEcTpoBaHoro
B MiHicTepcTBi
HOCTULIT YKpaiHn
29 ciuHa 2007
poky 3a
Ne73/13340,
CTaHOBUTb:
BignoBigHO A0
nepiognyHoOCTI

3a peyenmom

He nionsicae

UA/5711/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

CKnafjaHHs
perynsipHo
OHOB/II0BAHOI0
3BITY 3 6e3nekn
nikapcbKoro
3acoby,
[103BOJIEHOTO [0
MeAMYHOro
3acTOCyBaHHs, Ha
LieHTpa/IbHOMY
PiBHi.

10.

DIABITEK N[,
1,5%

PO34MH ANa
nepuToHeasIbHOro
nianizy no 2000 mn a6o
2500 mn y koHTeHepax
noniMmepHmx

TOB "lOpis-®apm”

YkpaiHa

TOB "tOpis-®apm"”

YkpaiHa

nepepeecTpavis
Ha HeoOMeXeHWi
TepMiH; 3MiHu |
Iy - 3MiHN
om0
6e3nekun/edrekTvB
HOCTI Ta
dhapmakoHarnsgy.
3MiHa y KOpOoTKilt
XapaxkTepucTuui
nikapcbKoro
3aco0by, TekcTi
MapKyBaHHS Ta
iHCTpYKLUii gns
MeAMYHOro
3aCTOCYBaHHA Ha
nigcra.i
perynsipHo
OHOB/IHOBAHOTO
3BITY 3 6e3nekn
nikapcbKoro
3acoby, abo
[ocnigpkeHb 3
6e3nekn
3acTocyBaHHS
nikapcbKoro
3acoby B
nicnapeecTpauiiy
niA nepiog, abo sk
pe3ynbTaT OUiHKK
3BITY 3
[OCNioKEHD,
npoBefeHnx
BiANOBIAHO A0
nnaxy
negiaTpuyuHmnx
pocnigkeHb (PIP)

3a peyenmom

He niosisieae

UA/11876/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

3 KOMMETEHTHUM
YNOBHOBaXXE€HUM

BHECEHO A0
IHCTPYKLUi gns
MeANYHOro
3aCTOCYyBaHHSA
npenapary o
po3gainis "3miHu
BHECEHO A0
IHCTPYKLUi gns
MeANYHOro
3aCTOCYBaHHSA
npenapary o
po3sginis
«MpoTunokasaHHs
», «B3aemogis 3
iHLWMMK
niKapcbknumu
3acobamu Ta iHLi
BMAMN B3aEMOSii»,
«Oco61BOCTI
3aCTOCYBaHHs»,
«3acTocyBaHHA y
nepiog BariTHOCTi
abo rogyBaHHsA
TPyAAI0»,
«Mepepo3yBaHHA
», «[06IYHi
peakujii»
BignoBigHO A0
iHchopmauii
CTOCOBHO 6e3neku
AitoUnx pevyoBuH
nikapcbKkoro
3acoby.

MepiognyHicTb
nofaHHs
perynsipHo
OHOBJ1IOBAHOI0
3BITy 3 6e3nekn
BignoBigHO A0
Mopaaky
3[iiCHEeHHS
Harnsgy 3a

no6iYyHMMM

(3MiHy y3rofpxeHo

opraHom) - 3miHu
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n/n

Hassa
JNliKapcbKo20

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

3acoby

peakuisMm
niKapcbKknx
3acobi.,
[103BOSIEHUX [0
MeAMYHOro
3aCTOCYBaHHS,
3aTBEPAKEHOr0
Haka3zom MO3 Big
27 rpygHsa 2006
poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
HoCTULT YKpaiHm
29 ciyHa 2007
poky 3a
Ne73/13340,
CTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
cKnafjaHHs
perynspHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
nikapcbKkoro
3acoby,
[103BOMIEHOTO 10
MeLNYHOro
3acToCcyBaHHs, Ha
LieHTpasibHOMY
piBHi

UA/11876/01/03

11.

[IABITEK M,
4,25 %

PO3uYnH ans
NnepuTOHeaIbHOro

aianisy no 2000 mn abo
2500 M5y KoHTeltHepax

noniMepHux

TOB "tOpis-®apm”

YkpaiHa

TOB "tOpis-®apm”

YkpaiHa

nepepeecTpauis
Ha HeobMeXeHWi
TepMiH; 3MiHun |
My - 3MiHN
om0
6e3nekn/edekTns
HOCTI Ta
dhapmakoHarnsgy.
3MiHa y KopoTkiit
xapakrepuctui
nikapcbKoro
3acoby, TekcTi
MapKyBaHHSA Ta
IHCTPYKLii AnA
MeAMYHOro
3aCTOCyBaHHA Ha
nigcrasi
perynspHo

3a peyernmom

He nidnsieae
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
OHOBJ10BAHOTO

3BiTYy 3 6e3nekn
nikapcbKkoro
3acoby, abo
nocnigpxeHs 3
6e3neku
3acTocyBaHHSA
nikapcbKoro
3acoby B
nicnspeecTpauiiH
nii nepiog, abo sk
pesynbTaT OLiHKK
3BITY 3
[ocnigkeHb,
npoBefeHnx
BigMNoBigHO A0
nnavy
negjiaTpuyHmx
pocnigxeHs (PIP)
(3MiHyY y3rofxeHo
3 KOMMETEHTHUM
YMNOBHOB&XEHUM
opraHom) - 3MiHu
BHECEHO [10
IHCTpYKLUii gns
MeAMYHOro
3acTocyBaHHsA
npenapary Ao
po3ainis "3MiHn
BHECEHO [10
IHCTpYKLUii gns
MeAMYHOro
3acTocyBaHHsA
npenapary Ao
po3ginis
«[poTnoKasaHHsa
», «B3aemogis 3
HLWIMK
niKkapcbkumu
3acobamu Ta iHLi
BMAOW B3aEMOAj»,
«Oco6nmBOCTi
3aCTOCYBaHHA»,
«3acTocyBaHHA y
nepiog, BariTHOCTi
abo rogyBaHHsA
rpyanro»,
«[NepenosyBaHHsA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
», «[M0oBIYHI
peakuii»
BiANOBIAHO A0
iHchopmauii

CTOCOBHO 6e3neku
Ail0YnX peyvoByH
nikapcbKoro
3acoby.

MepiognyHicTb
noAaHHs
perynsipHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
BiANOBIAHO A0
Mopaaky
3[jACHEHHS
Harnsgy 3a
noGiYHNMK
peakuisMmu
NiKapCcbKnx
3acobi.,
[103BOSIEHUX [0
MeAMYHOro
3aCTOCyBaHHA,
3aTBEPAKEHOr0
Haka3om MO3 Big
27 rpygHsa 2006
poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
toCcTULT YKpaiHu
29 ciyHa 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BigMNoBigHO A0
nepiognyHocCTi
cknafiaHHsn
perynsipHo
OHOB/IIOBAHOTO
3BiTY 3 6e3neku
nikapcbKoro
3acoby,
[103BOSIEHOrO [10
MeANYHOro
3acTocyBaHHs, Ha
LleHTpasIbHOMY
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
piBHiI
12. ENIFAPA 22,5 MIC | nopowlok ans Actennac ®apma HigepnaHan BiANOBigabHUIA 3a HigepnaHvawu/ nepepeecTpawis 3a peyenmom | He nidssieae UA/5758/01/02
NPUroTyBaHHA PO3U4NHY tOpon B.B. BTOPUHHY YNakoBKy Ta CLWA Ha HeoBMeXeHuin
ANA NiALWKIPHKX iH'eKLii BUMYCK Cepii: TEpMiH;
no 22,5 mry AcTennac ®apma 3060B’sA3aHHS Npu
nonepeaHL0 tOpon b. B., BUAaYi
HarnoBHEHOMY LUNPUL, HigepnaHgy; peecTpadiiHoro
KOMMNEKT MICTUTb 2 BiANOBigabHUIA 3a nocBigYeHHs
NoTku: 1 NOTOK MICTUTB BVMPOGHMLTBO Lnpuua iCHYIOTb —
nonepegHLo A, wnpuua B, kiHuesy HafjaHHs

HanoBHeHWM wnpu, A 3
po3unHHMKOM (noni(DL-
NaKTug-Ko-
rnikonig)nonimep, N-
MeTuI-2-MiposifoH) no
457 mr, nopweHb
wnpuua b Ta nakeTuk 3
BOAONOINVHAYUM
areHToMm; 2 f10ToK
MICTUTb nonepefHLO
HarnoBHeHui wnpuy, b 3
MOPOLLKOM, CTEPUIbHY
ronKy Ta naxkeTuk 3
BOJ1I0TONOINMHAYUM
areHToM, KOMM/EKT y
Kopobui

yNakoBKy Ta KOHTPO/b
AKOCTI:
Tonwmap IHk., CLUA;
BiANOBigabHUIA 3a
BMPOGHMLTBO Lnpuua
B:

KaHmkuH 6ioPapma
IHK., CLLA

[IONOBHEHHS A0
ornagy KniHiYHMX
JaHunx o
30.10.2017,
BiANOBIAHO A0
nianyHkTy 2.3
NYHKTY 2 fofarky
15 po Mopagky
npoBefeHHs
eKcnepTusmn
peecTpauinHnx
marepianis Ha
nikapcbki 3acobum,
LLIO MoAalThCA Ha
AepXxaBHy
peecTpadito
(nepepeecTpadiio)
, & TaKoX
eKcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis
npotsarom gaii
peecTpadiiiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Hakazom MO3 Big
26.08.2005 Ne 426
(y pepakujii Hakasy
MO3 Big
23.07.2015 Ne
460).
MepioAnyHICTb
nofaHHs
perynsipHo
OHOB/IIOBAHOrO
3BiTY 3 6e3neKu
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

BigMNoBigHO A0
Mopaaky
3[jACHEHHS
Harnsgy 3a
noGi4YHVMK
peakuismm
NiKapCbKnx
3aco6iB,
[03BOMIEHNX A0
MeANYHOro
3aCTOCyBaHHS,
3aTBEPKEHOrO
Hakazom MO3 Big
27 rpypHsa 2006
poky Ne898,
3apeEcTpoBaHoro
B MiHicTepcTBi
HoCTuULiT YkpaiHm
29 ciuna 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BignoBigHO A0
nepiognyHocCTI
CKnafjaHHs
perynsipHo
OHOBJ1IOBAHOI0
3BITy 3 6e3nekn
nikapcbKoro
3acoby,
[103BOJIEHOTO [0
MeAMYHOro
3acTOCyBaHHs, Ha
LileHTpasIbHOMY
PiBHi.

13.

ENIrAPA 45 MI'

MOPOLLIOK ANs
NPUroTyBaHHA PO3UNHY
ANA NiALKIPHKX iH'eKLii
no 45 mr y nonepefHso
HarnoBHEHOMY LUNpuLy,
KOMMNEKT MiCTUTb 2
NoTku: 1 NOTOK MICTUTB
ronepeAHLO
HanoBHeHu Wwnpu, A 3
po3unHHMKOM (noni(DL-
NaKTug-Ko-
rnikonig)nonimep, N-
MeTu-2-MiposifoH) No

Actennac ®apma
tOpon B.B.

Higepnangn

BiANOBIgaIbHUI 3a
BTOPWHHY YNakoBKy Ta
BMNYCK cepil:
Actennac ®apma
tOpon b. B.,
HigepnaHgu;
BiANOBIgaIbHUI 3a
BUPOGHMLITBO LINpULA
A, wnpuvua B, KiHueBy
yMakoBKy Ta KOHTPO/ib
AKOCTI:
Tonmap IHk., CLUA;
BiANOBIAa/IbHUI 3a

Higepnangn/
CLWA

nepepeecTpawis
Ha HeoOMeXeHWi
TEepPMiH;
30608B’A3aHHA Npn
Buaaui
peecTpadiiiiHoro
nocBigYeHHA
iCHYIOTb —
HafaHHs
[IONOBHEHHS A0
ornagy KniHiYHWX
JaHux oo
30.10.2017,

3a peyenmom

He niosisieae

UA/5758/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

434 wr, nopLueHb
wnpuua b Ta nakeTuk 3
BOAOMNOINIVHAYUM
areHToMm; 2 10ToK
MICTUTb MonepeaHbO
HanoBHeHwWI wnpuy, b 3
MOPOLLKOM, CTEPUIBHY
rofiky Ta nakeTuk 3
BOJ10TONOINIMHAYUM
areHToM, KOMMNIeKT y
Kopobui

BUPOGHULITBO LUMpuLa
E:

KanmxuH 6iodapma
IHk., CLLA

BigMNoBigHO A0
nignyHKTy 2.3
NYHKTY 2 fofartky
15 po Nopsaaky
npoBefeHHs
ekcnepTusmn
peecTpauiiHnx
martepianis Ha
nikapcbki 3acobm,
LLIO NOAAITHCS Ha
AepxaBHy
peecTpadito
(nepepeecTpauito)
, & TaKoX
ekcnepTusmn
marepianis npo
BHECEHHSA 3MiH A0
peecTpauiiHux
marepianis
npoTsarom aji
peecTpadiiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big
23.07.2015 Ne
460).
MepiognyHicTb
nofaHHs
perynsipHo
OHOBJ1IOBAHOI0
3BITy 3 6e3nekn
BignoBigHO A0
Mopsaky
3[iiCHEeHHS
Harnsgy 3a
no6i4YHVMK
peakuisMm
niKapcbknx
3aco6is,
[103BOSIEHUX [0
MeAMYHOro
3aCTOCYBaHHS,
3aTBEPKEHOr0
Haka3zom MO3 Big
27 rpyaHs 2006
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
HoCTULiT YKpaiHm
29 ciyHa 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BiANOBIAHO A0
nepioguYHOCTI
cKnafjaHHs
perynspHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
nikapcbKkoro
3acoby,
[103BOSIEHOTO 10
MeAMYHOro
3acToCyBaHHS, Ha
LieHTpasibHOMY
PiBHi.

14.

ENIFAPA, 7,5 MI'

NOPOLLIOK A71A
NPUroTyBaHHS PO3YNHY
ANA NiALKIPHKX iH'eKLii
no 7,5 Mr y nonepegHso
HanoBHEHOMY LINpuLy,
KOMMNEKT MiCTUTb 2
NOTKW: 1 NOTOK MICTUTb
nonepegHLo
HarnoBHeHWI wnpuy, A 3
po34nHHMKOM (noni(DL-
nakTna-Ko-
rnikonig)nonimep, N-
MeTu-2-MiposifoH) no
343 mr, nopLueHb
wnpuua b Ta nakeTuk 3
BOZOMNOIIMHAUNM
areHToMm; 2 NoToK
MICTWUTb nonepeaHbo
HanoBHeHui wnpuy, b 3
MOPOLLKOM, CTEPUSIbHY
oKy Ta nakeTuk 3
BO/IOrONOIIMHAYNM
areHToM, KOMNIEeKT y
Kopobu,i

Actennac ®apma
tOpon B.B.

HinepnaHvgn

BiANoBiAa/IbHWIA 3a
BTOPUHHY YNaKoBKy Ta
BUMYCK Cepii:
AcTtennac ®apma
Opon b. B.,
Higepnangy;
BiANoBiAa/IbHWIA 3a
BMPOGHMLTBO LUNpuLia
A, wnpuua b, KiHueBy
yMakoBKy Ta KOHTPO/b
SAKOCTI:
Tonmap IHk., CLUA;
BiANoBiAa/IbHWIA 3a
BMPOGHMLTBO LUNpuLia
B

KaHmxuH 6iodapma
IHk., CLLUA

Higepnangn/
CLIA

nepepeecTpauis
Ha HeobMeXeHWi
TEepPMiH;
30608B’s13aHHSA Npu
Buaaui
peecTpavujinHoro
NoCBigYEHHSs
iCHYIOTb —
HajaHHs
[ONOBHEHHSA A0
ornsay KniHiYHnX
[JaHux oo
30.10.2017,
BignoBigHO A0
nignyHkTy 2.3
NYHKTY 2 fopartky
15 po Mopsaky
npoBefeHHs
eKcrnepTusn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm,
LL|0 NOAAITHCS Ha
AepxasHy
peecTpadito
(nepepeecTpadiio)
, & TaKoX

3a peyernmom

He nidnsieae

UA/5758/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
eKcnepTnsmn

martepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis
npotsarom fAii
peecTpadiiHoro
NoCBIJYEHHS,
3aTBEPKEHOrO
Hakazom MO3 Big
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big
23.07.2015 Ne
460).
MepiognyHicTb
noAaHHs
perynspHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
BiANOBIAHO A0
Mopaaky
3[jACHEHHS
Harnsgy 3a
noGiYHNMK
peakuisMmu
NiKapcbKnx
3acobi.,
[103BOSIEHUX [0
MeAMYHOro
3aCTOCyBaHHA,
3aTBEPAKEHOr0
Haka3om MO3 Big
27 rpygHsa 2006
poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
toCcTULT YKpaiHu
29 ciyHa 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BigMNoBigHO A0
nepiognyHocCTi
CKnagaHHA
perynsipHo
OHOB/IIOBAHOrO
3BITY 3 6e3neKu
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
nikapcbKoro
3acoby,
[103BOSIEHOrO [10
MeANYHOro
3acTocyBaHHs, Ha
LieHTpasIbHOMY
PiBHi.
15. ECKY/NHOC Kpanni opasbHi no 30 mn Bionoriwe HimeyunHa Bionoriwe HimeuunHa nepepeecTpawis 6e3 peyenma nionsieae UA/5632/01/01
KOMMO3UTYM y thnakoHi-kpanesbHuuj, XahnbmiTTe b Xannbmitresb Xeesnb Ha HeOBMEeXeHWA
no 1 dpnakoHy- Xeenb M'v6X v6X TepMiH;
KpanesibHuULi y kopobL,i 3 3060B’A3aHHs Npu
KapToHYy BUAaYi
peecTpadiiHoro
nocBigYeHHs

iCHYIOTb - HajaHHS
[ONOBHEHHSA A0
ornsay KniHiYHnX
JaHnx o
30.10.2017
BignoBigHO A0
nignyHkTy 2.3
NYHKTY 2 fopartky
15 po Mopsaky
npoBefeHHs
eKcrnepTusn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm,
LL|0 NOAAITHCS Ha
AepxasHy
peecTpadito
(nepepeecTpadiio)
, & TaKoX
eKcrnepTusn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis
npotsarom faii
peecTpadiiHoro
NOCBIJYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big
26.08.2005 Ne 426
(y pepakujii Hakasy
MO3 Big
23.07.2015 Ne
460).
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

MepiognyHicTb
noAaHHs
perynsipHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
BiANOBIAHO A0
Mopaaky
3[jACHEHHS
Harnsgy 3a
noGiYHNMK
peakuisiMu
NiKapcbKnx
3acobi.,
[103BOSIEHUX [0
MeAMYHOro
3aCTOCyBaHHA,
3aTBEPAKEHOr0
Haka3om MO3 Big
27 rpygHsa 2006
poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
toCcTULT YKpaiHu
29 ciyHa 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BigMNoBigHO A0
nepiognyHocCTi
cknafaHHsn
perynsipHo
OHOB/IIOBAHOTO
3BiTY 3 6e3neku
nikapcbKoro
3acoby,
[103BOSIEHOrO [10
MeANYHOro
3acTocyBaHHs, Ha
LieHTpasIbHOMY
piBHiI

16.

EPIYC®

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOIO,
no 5 mr, no 7 a6o no 10
Tabnetok y 6nictepi, no
1 6nicTepy B KApTOHHIl
kopobui; no 15 TabneTok
y 6nictepi, no 2
6nicTepy B KAPTOHHIi

Baiiep KoHcblomep
Kep Al

LLseiiuapis

LepiHr-Mnay /1a6o
H.B.

Benbris

nepepeecTpavis
Ha HeoBMeXeHWin
TepMiH;
3MinHu Il TNy -
3MiHM Woao
6e3nekn/edekTus
HOCTi Ta
hapmakoHarnsay.

6e3 peyenma

nionsicae

UA/5827/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
Kopobui 3MiHU Y KOpPOTKil

Xapakrepuctui
nikapcbKkoro
3aco0y, TeKCTi
MapKyBaHHSA Ta
IHCTPYKLUi gns
MeANYHOro
3acToCyBaHHA Y
3B'A3KY i3 HOBMMM
OaHUMM 3 SKOCTI,
OOKNIHIYHUMN,
KMIHIYHUMKN
AaHummn Ta
JaHuMu 3
thapmakoHarnagy.
3MiHV BHECEHO A0
IHCTPYKLiT AnA
MeAMYHOro
3acTocyBaHHSA
npenapary Ao
posginis
"®apmakonoriyHi
BracTmsocTi”
(yTOUHEHHSA
hopMy oBaHHs),
"MMoka3aHHA"
(yTOYHEHHSA
hopMy oBaHHs),
"Cnoci6
3aCcTOCyBaHHSA Ta
[03n" (YTOUHEHHS
hOpMy/HOBaHHS),
"AiTn" (YTOUYHEHHSA
hopMy oBaHHs),
"Mo6iuHi peakwyji
BiANOBIAHO A0
marepianis
peecTpadiiiHoro
[l0CbE Ta
BMCHOBKa
KOHCY/NbTaTUBHO-
eKCrnepTHOT rpynu
"IMmyHOMOAYyNATOP
nTa
npoTuaneprivHi
nikapcbki 3acobn”.
3060B’sA3aHHs Npu
BUAAYi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

peecTpadiiHoro
nocBigYeHHs
iCHYtOTb —
HafjaHHs
[IONOBHEHHSA A0
ornsay KNiHiYHnX
JaHunx o
30.10.2017,
BiANOBIAHO A0
nignyHkTy 2.3
NYHKTY 2 gogartky
15 po Mopagky
npoBefeHHs
eKcrnepTusmn
peecTpauiiHux
marepianis Ha
nikapcbki 3acobm,
LL|0 NOAAITHLCS Ha
AepXxaBHy
peecTpadito
(nepepeecTpadito)
, & TaKoX
eKcrnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiitHnx
marepianis
npotsarom gaii
peecTpadiiiHoro
NOCBIAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big
23.07.2015 Ne
460).
MepioAnyHICTb
nofaHHs
perynsipHo
OHOB/IIOBAHOTO
3BiTY 3 6e3neku
BigMNoBigHO A0
Mopaaky
3[jACHEHHS
Harnsgy 3a
noGi4YHVMK
peakuisMm
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
NiKapCbKnx
3aco6iB,
[03BOMIEHNX A0
MeANYHOro
3aCTOCyBaHHS,
3aTBEPIKEHOrO
Hakazom MO3 Big
27 rpypHsa 2006
poky Ne898,
3apeEcTpoBaHoro
B MiHicTepcTBi
HoCTuULiT YkpaiHm
29 ciuna 2007
poky 3a
Ne73/13340,
CTaHOBUTb:
BignoBigHO A0
nepiognyHoCTI
CKnafjaHHs
perynsipHo
OHOBJ1IOBAHOIO
3BITY 3 6e3nekn
nikapcbKoro
3acoby,
[103BOJIEHOTO [0
MeAMYHOro
3acTOCyBaHHs, Ha
LieHTpa/IbHOMY
PiBHi.
17. KANbLIO D- MOPOLLIOK (Cy6CcTaHLis) y [CM HyTpiweHan LLseiuapis [CM HyTpiweHan LWoTnaHgjs nepepeecTpauis - He nidnseae UA/6444/01/01
MNAHTOTEHAT naketax asloMiHIEBUX Mpopaktc Al Mpopgaktc (FOK) NiTg, Ha HeoBMeXeHuii
Ons hapmaresTU4HOro TEepMiH
3aCTOCyBaHHs
18. NEBAMI3ONY KpMcTanivyHWii NOpPOLLIOK ToBapucTBO 3 YkpaiHa LLeHbCi XaHmxiaHr Kutaii nepepeecTpawis - He nidsisieae UA/6451/01/01
rigpoxnopruj (cy6eTaHuin) y 06MmexXeHo dapmacbtoTikan pyn Ha HeOOMEXEHMIA
noABINHNX BiANOBIAA/LHICTIO Ko. N4, TEPMiH
nosnieTuIeHoBUX "®apmaueBTnyHa
nakeTtax Ans KOMNaHis
hapMaLeBTUUHOTO "3popos'a”
3aCTOCYBaHHSA
19. METWMNPEAHI3 KpvcTaniyHuii NopoLLoK ToBapucTBO 3 YkpaiHa HBbIOXEM C.n.A. ITanisa nepepeecTpauis - He nionseae UA/12476/01/01
OJTIOHY (cy6eTaHuin) y 06MeXeHOo Ha HeOBMEeXeHW
ALEMOHAT noaBiiHMX BiANOBIAA/TLHICTIO TEPMiH
MIKPOHI3OBAH nonieTuIeHoBuxX "®apmaueBTnyHa
un nakeTtax Ans KomnaHis
hapmaLeBTUYHOTO "3popos'a”
3acToCcyBaHHsA
20. HATPIKO KpUCTani4yHMiA NOPOLLIOK ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YKpaiHa nepepeecTpauis - He nidnsi2ae UA/12150/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
DOPMIAT (cybcTaHuis) B 0bMexeHo 0bMexeHot Ha HeoBMeXeHui

nonieTUIEHOBUX MilLKax BiANOBIAA/ILHICTIO BiANOBIAA/IbHICTIO TEepMiH
Ansa BUpobHMLTBA "OAPMXIM" "PAPMXIM"
HecTepuIbHNX
niKkapcbknx goopm

21. HENPOKCOH® pO34unH Ans MAT "lrannudapm” YkpaiHa MAT "Tannuchapm” YkpaiHa nepepeecTpawis 3a peyenmom | He niossieae UA/12114/02/01
nepopasibHOro Ha 5 pokiB y
3actocyBaHHs, 100 3B AI3KY i3
mr/mn no 45 mny 3aKiHYEHHAM
chnakoHi; no 1 donakoHy TepMiHy aii

pasom i3 103aTopoM y
nauuj

peecTpadiiiiHoro
NOCBIAYEHHS;
3MiHwn | Tuny -
3MiHY Woao
6e3nekn/edekTns
HOCTI Ta
dhapmakoHarnsgy.
3MiHN Y KOpPOTKiii
xapakrepuctui
nikapcbKoro
3acoby, TekcTi
MapKyBaHHSA Ta
IHCTPYKLiT AnA
MeLNYHOro
3acTocyBaHHSA
reHepuyHUX/ribpu
AHux/6ionogibHux
NiKapCbKnx
3aco6is nicns
BHECEHHS Ti€l
camoi 3MiH1 Ha
pechepeHTHuiA
npenapar (3miHa
He noTpebye
HafaHHSA XOAHMX
HOBWX A04ATKOBUX
[aHuX)
3MiHV BHECEHO A0
IHCTpYKUii gns
MeAnYHOro
3aCTOCYBaHHSA
npenapary o
po3giny
"Moka3aHHsA", a
TakoX A0 po3ainis
«[MpoTunokasaHHs
», «34aTHICTb
BN/MBATY Ha
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

LIBMAKICTb peakuil
npy KepyBaHHS
aBTOTpaHCNopTOM
abo iHW1MK
MexaHisMamm»,
«Oco6nmBOCTi
3aCTOCYBaHHA»,
«3acTocyBaHHA B
nepiog, BariTHOCTi
abo rogyBaHHsA
rpyaar», «4irn»
(peparyBaHHs
TeKCTy), «[MobiuHi
peakuii»,
«[lepefo3yBaHHsA
» BiAMNoBIAHO A0
pedepeHTHOro
npenapary
(UepakcoH,
pO34MH ANa
nepopasibHoro
3acTocyBaHHsA 100
Mmr/1 mn).
30608B’a3aHHA Npn
Bugaui
peecTpadiiiiHoro
nocBifyYeHHA
iCHYIOTb —
HafaHHs
JeTanibHoro onucy
cuctemn
ynpaBniHHA
pu3vkammn y
BUIAAI nnaHy
ynpaBniHHA
pv3vikamu Ta
[ONOBHEHHS [0
ornsaay KniHiYHnX
AaHux o
30.10.2017
BignoBigHO A0
nignyHkry 1.13
NyHKTY 1,
nignyHKTy 2.3
NYyHKTY 2 fogartky
15 po Nopsaaky
npoBefeHHs
ekcnepTusmn
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

peecTpauiiHnx
mMartepianis Ha
nikapcbki 3acobm,
LLIO NOAAI0THCS Ha
AepxaBHy
peecTpadito
(nepepeecTpauito)
, & TaKoX
eKcrnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux
marepianis
npoTsarom aji
peecTpadiiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big
23.07.2015 Ne
460).
MepiognyHicTb
nofaHHs
perynsipHo
OHOBJ1IOBAHOI0
3BITy 3 6e3nekn
BignoBigHO A0
Mopaaky
3[iiCHEeHHS
Harnsgy 3a
no6i4YHVMK
peakuisMm
niKapcbKknx
3acobi.,
[103BOSIEHUX [0
MeAMYHOro
3aCTOCYBaHHS,
3aTBEPKEHOr0
Hakazom MO3 Big
27 rpygHsa 2006
poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
HoCTULT YKpaiHm
29 ciyHa 2007
poky 3a
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

Ne73/13340,
CTaHOBWTb:
BiANOBIAHO A0
nepioguyHoOCTI
cKnafjaHHs
perynsipHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
nikapcbKoro
3acoby,
[103BOMIEHOrO0 10
MeAMYHOro
3acToCcyBaHHs, Ha
LieHTpasibHOMY
PiBHi.

22,

OMES3 IHCTA

NMOPOLUOK A1 OpaUsIbHOT
cycneHsii no 20 mr B
calue Ne 5, Ne 10, Ne 20,
Ne 30

4-p Peppi'c
Nab6opaTopic /T4,

IHais

A-p Pepai'c
Na6opaTopic /T4,
(Bupo6Huya ginbHuuA
- Vi)

IHais

nepepeecTpauis
Ha 5 pokiB y
3B'A3KY 3
3aKiHYEHHAM
peecTpadiiiiHoro
NOCBIAYEHHS;
3MiHu | TRy -
3MiHK 3 SKOCTI.
[oToBMIA
nikapcbkuii 3aci6.
KoHTposib
roTOBOro
nikapcbKoro
3aco0by (iHLwi
3miHW). Cknag,
roToBOro
nikapcbKoro
3acoby He
3MiHUBCS; 3MiHK |
TMny - 3MiHu 3
[aKocTi. FoToBwuii
nikapcbkuii 3aci6.
KoHTpo/ib
roTOBOro
nikapcbKoro
3acoby. 3miHa y
meTogax
BMMNPOGYBaHHSA
roToBOro
nikapcbKoro
3acoby (He3HayHa
3MiHa y
3aTBEPAKEHNX

6e3 peyenma

niosisieae

UA/0235/03/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
meTogax
BUNPOBYBaHHS) -
(npvBeaeHHA
po3giny

«Mikpob6ionoriyHa
unctoTta» y
BigMNOBIAHICTb A0
Ailoyoro BugaHHs
€BponeiicbKoi
dapmakonei);
3MiHu | THny -
FoToBwiA
nikapcbkuii 3aci6.
Brpo6HMLTBO.
3MiHun, LWo
cTOoCytTbCA
BUNYCKy cepii Ta
KOHTPOJIH0 SIKOCTI
roToBOro
nikapcbKoro
3acoby (3amiHa
ab0 fofaBaHHs
BMPOGHMKa,
BiANOBIAa/IbHOrO
3a BMnyck cepii) -
BK/THOHAI0UM
KOHTPONb/BUNPO6
yBaHHS cepii
(3amiHa ginbHULI
BMPOGHULTBA);
3MiHu | TUny -
[oToBwiA
nikapcbkuii 3aci6.
Brpo6HMLTBO.
3awmiHa abo
BBEJEHHS
[L,04aTKOBOT
AinbHAUI
BMpPOGHULTBA ANs
YyacTuHu abo
BCbOrO
BVMPOGHNYOTrO
npoLiecy rotoBoro
nikapcbKoro
3acoby (AinbHULA,
Ha AKii
npoBOAATLCA

6yab-sKi
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

BMPOGHWYI cTagii,
38 BUHATKOM
BUNYCKY Cepii,
KOHTPOJHO AKOCTI,
NepBUHHOTO Ta
BTOPWHHOTO
nakyBaHHs, 4ns
HeCTepuIbHNX
NiKapcbKnx
3aco6iB) (3amiHa
AinbHAUI
BMPOGHULTBA);
CynyTHS 3miHa -
[oToBwiA
nikapcbkuii 3aci6.
Brpo6HMLTBO.
3awmiHa abo
BBEJEHHS
[L,04aTKOBOT
AinbHAUI
BMpPOBGHULTBA ANs
YyacTuHu abo
BCbOrO
BVMPOGHNYOTrO
npoLiecy rotoBoro
nikapcbKoro
3acoby (AinbHUUA
NS BTOPUHHOTO
nakyBaHHs)
(3amiHa AinbHuULi
BUPOOHMLTBA) -
[oToBwiA
nikapcbkuii 3aci6.
Brpo6HMLTBO.
3awmiHa abo
BBEJEHHS
[L,04aTKOBOT
AinbHAUI
BMpPOGHULTBA ANs
YyacTuHu abo
BCbOrO
BVMPOGHNYOTrO
npoLiecy rotoBoro
nikapcbKoro
3acoby (AinbHUUA
AN NepBUHHOTO
nakyBaHHs)

23.

OPHIZA30/-

Kancynu no 500 mr no

TOB

YKpaiHa

TOB "ACTPA®APM"

YKpaiHa

nepepeecTpauis

3a peyenmom

He niosisieae

UA/4987/01/01




43

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
ACTPADAPM 10 kancyn y 6nictepi, no "ACTPAGAPM" Ha HeoBMeXeHui
1 6nicTepy B kopobLi TEPMIH;
3MiHn | Tuny -
3MiHM Wwoao
6e3nekn/edexkTns
HOCTi Ta
dhapmakoHarnsgy.
3MiHU Y KOPOTKili
XapaxkTepucTuLi

nikapcbKoro
3acoby, TEKCTi
MapKyBaHHSA Ta
IHCTpYKLUii gns
MeAMYHOro
3acTocyBaHHS
reHepuyHux/ribpu
OHux/6ionoaibHMx
NiKapCcbKnx
3acobis nicns
BHECEHHA Tiel
camoi 3MiHM Ha
pedhepeHTHuIA
npenapar (3MiHa
He noTpebye
HafaHHS XOAHNX
HOBWX A0AATKOBUX
[aHunX).
3MiHM BHECEHO A0
IHCTPYKLiT AnA
MeAMYHOro
3acTocyBaHHSA
npenapary Ao
posginis
"®apmakonoriyHi
B/1acTMBOCTI",
"MMoka3aHHA"
(BnnyyeHo
nokasaHHs:
Mpodinaktnka
iHdhekwin,
CNPUYNHEHNX
aHaepobHUMH
bakTepisamu nicns
XipypriuHnx
BTPy4YaHb Ha
TOBCTOMY
KULLEYHUKY Ta
riHEKO10TYHMX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
BTPy4aHb),
"MMpoTunokasaHHA"
, "B3aemogis 3
iHLWMMK

niKapcbknumu
3acob6amu Ta iHwWi
BMAM B3aeMogjin",
"OcobnnBoCTi
3aCcToCyBaHHSA",
"Cnoci6
3acTocyBaHHA Ta
0031" (YTOUHEHHS
iHchopmawii),
"MNepepo3yBaHHA",
"Mo6iuHi peakwi"
BigMNoBigHO A0
iHbopmauit
pedepeHTHOro
nikapcbKoro
3acoby Tubepas.

30608B'sA3aHHA Npn
Buaaui
peecTpadiiiHoro
NoCBigYEHHSs
iCHYIOTb —
HajaHHs
[AeTasibHOoro onucy
cuctemu
ynpasiHHA
pr3nkamm y
BUINAAI NnaHy
ynpas/iHHA
pu3nkamu 1o
30.10.2017
BiANOBIAHO A0
nignyHkry 1.13
NyHKTY 1 gogarky
15 po Mopagky
npoBefeHHs
eKcrnepTusmn
peecTpauiiHux
marepianis Ha
nikapcbki 3acobm,
LLIO NoJalThCsa Ha
AepXxaBHy
peecTpadito
(nepepeecTpau,jto)
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Hassa

®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
, & Takox
eKcnepTnam

marepianis npo
BHECEHHS 3MiH [0
peecTpauiitHnx
marepianis
npotsarom gaii
peecTpadiiiiHoro
NOCBIAYEHHS,
3aTBEPKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426
(y pepakujii Hakasy
MO3 Big
23.07.2015 Ne
460).
MepioAnyHICTb
nofaHHs
perynsipHo
OHOB/IIOBAHOrO
3BiTYy 3 6e3neku
BigMNoBigHO A0
Mopaaky
3[jACHEHHS
Harnsgy 3a
noGi4YHVMM
peakuismm
NiKapCbKnx
3aco6iB,
[03BOMIEHNX A0
MeANYHOro
3aCTOCyBaHHS,
3aTBEPAXKEHOIO
Hakazom MO3 Big
27 rpypHsa 2006
poky Ne898,
3apeEcTpoBaHoro
B MiHicTepcTBi
HoCTuULiT YkpaiHm
29 ciuna 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BignoBigHO A0
nepiognyHoCTI
CKnafjaHHs
perynsipHo
OHOB/IHOBAHOTO




46

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
3BITy 3 6e3nekn
nikapcbKoro
3acoby,
[103BOJIEHOTO [0
MeAMYHOro
3acTocyBaHHs, Ha
LileHTpasIbHOMY
PiBHi.
24. CNIPUBA® MOPOLLIOK A8 iHraNALii, Bepinrep HimeuunHa BepiHrep IHrenbxaiim HimeuunHa MepepeecTpauis 3a peyenmom | He nidnsieae UA/6495/01/01
TBepai kancynu no 18 IHrenbxainm ®apma 'm6X i Ko. KI Ha HeoBMeXeHuii
MKr, no 10 kancyn 3 IHTepHeLwwHN MTM6X TEPMIH.
NOPOLLKOM A5 3MiHn | TNy -
iHranauin y 6nictepi, no 3MiHM Wwoao
3 6nicTepu B KAPTOHHIl 6e3nekun/edpekTvB
kopo6ui; no 10 kancyn 3 HOCTI Ta
MOPOLLKOM N1 dhapmakoHarnsagy.
iHranauiin y 6nictepi, no 3MiHa y KOpOoTKiit
1 a6o 3 6nicTepu B XapaxkTepucTumui

KOMM/IEKTi 3 NPUCTPOEM
XeHpi Xelinep® B
KapTOHHI Kopoobui

nikapcbKoro
3aco0by, TekcTi
MapKyBaHHS Ta
iHCTpYKLUii pns
MeAMYHOro
3aCTOCYBaHHA Ha
nigcra.i
perynsipHo
OHOB/IHOBAHOTO
3BITY 3 6e3nekn
nikapcbKoro
3acoby, abo
[ocnigpkeHs 3
6e3nekn
3acTocyBaHHS
nikapcbKoro
3acoby B
nicnapeecTpauiiy
niA nepiog, abo sk
pe3ynbTaT OUiHKK
3BITY 3
[OCNioKEHD,
npoBefeHnx
BiANOBIAHO A0
nnaxy
negiaTpuyuHmnx
pocnigxeHb (PIP)
(3MiHy y3rofpxeHo
3 KOMMNETEHTHUM
YNOBHOBaXXEHUM
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

opraHom) - 3miHu
BHECEHO A0
IHCTPYKLUi gns
MeANYHOro
3aCTOCYyBaHHSA
npenapary o
po3sginis
"OcobnuBocTi
3aCcToCyBaHHSA",
"3acTocyBaHHA Y
nepiog, BariTHOCTi
abo rogyBaHHsA
rpyanio”,
"3paTHiCTb
BN/MBATY Ha
LIBMAKICTb peakuil
npwv KepyBaHHI
aBTOTpaHCNopTOM
abo poborTi 3
HLWIMK
MexaHismamm"
BigMNoBigHO A0
martepianis
peecTpadiiiHoro
[0CbE.
3060B’sA3aHHsA Npu
BUAaYi
peecTpadiiHoro
nocBigYeHHs
iCHYtOTb —
HafjaHHs
[IONOBHEHHSA A0
ornsay KNiHiYHNX
JaHunx o
30.10.2017,
BiANOBIAHO A0
nignyHkTy 2.3
NYHKTY 2 gogartky
15 po Mopagky
npoBefeHHs
eKcrnepTusmn
peecTpauiiHux
marepianis Ha
nikapcbki 3acobm,
LLIO NoJalThCsa Ha
AepXxaBHy
peecTpadito
(nepepeecTpau,jto)
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Hassa

®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
, & Takox
eKcnepTnam

marepianis npo
BHECEHHS 3MiH [0
peecTpauiitHnx
marepianis
npotsarom gaii
peecTpadiiiiHoro
NOCBIAYEHHS,
3aTBEPKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426
(y pepakujii Hakasy
MO3 Big
23.07.2015 Ne
460).
MepioAnyHICTb
nofaHHs
perynsipHo
OHOB/IIOBAHOrO
3BiTYy 3 6e3neku
BigMNoBigHO A0
Mopaaky
3[jACHEHHS
Harnsgy 3a
noGi4YHVMM
peakuismm
NiKapCbKnx
3aco6iB,
[03BOMIEHNX A0
MeANYHOro
3aCTOCyBaHHS,
3aTBEPAXKEHOIO
Hakazom MO3 Big
27 rpypHsa 2006
poky Ne898,
3apeEcTpoBaHoro
B MiHicTepcTBi
HoCTuULiT YkpaiHm
29 ciuna 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BignoBigHO A0
nepiognyHoCTI
CKnafjaHHs
perynsipHo
OHOB/IHOBAHOTO
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

3BITy 3 6e3nekn
nikapcbKoro
3acoby,
[103BOJIEHOTO [0
MeAMYHOro
3acToCyBaHHs, Ha
LileHTpasIbHOMY
PiBHi.

25.

DITONMIBUNH
nnoc

nacta no 100 r y Ty6i; no
1 Ty6i B mauui 3 KapToHy

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

nepepeecTpavis
Ha HeoOMeXeHWi
TepMiH; 3MiHu |
TMny - 3MiHN
om0
6e3nekun/edpekTvB
HOCTI Ta
dhapmakoHarnsagy.
3MiHU Y KOpPOTKild
XapaxkTepucTumui
nikapcbKoro
3aco0by, TekcTi
MapKyBaHHS Ta
iHCTpYKLUii pns
MeAMYHOro
3acToCyBaHHsA
reHepuyHux/ribpu
OHWX/6ionoAi6bHNX
NiKapCbKnx
3acobis nicns
BHECEeHHA Tiel
camoi 3MiHM Ha
pedhepeHTHuIA
npenapar (3MiHa
He noTpebye
HafaHHSA XOAHNX
HOBWX [0AATKOBUX
AaHuXx) - (3MiHK
BHECEHO A0
IHCTPYKLii AnA
MeAMYHOro
3acTocyBaHHSA
npenapary Ao
po3ginis
"MpoTunokasaHHA"
, "B3aemogis 3
HLWMMK
niKapCbKUMmn
3acob6amu abo
iHLWi BUAN

6e3 peyenma

nionsiecae

UA/4557/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
B3aemMogjin",
"Oco6uBi
3acTepexeHHs",

"Mob6iuHi peakwy,i”,
"3acTocyBaHHs y
nepiog, BariTHOCTi
abo rofyBaHHs
rpyaat”,
"3paTHicTb
BN/MBATY Ha
LWIBUAKICTb peakuii
npu KepyBaHHi
aBTOTPaHCNOPTOM
a6o iHW1MK
MexaHiamamu",
"MNepepo3yBaHHA",
"[iTn" BigNoBigHO
00 pedyepeHTHOro
npenapary
®ITONISNH®,
nacta gns
NPUroTyBaHHs
cycneHsii ans
opasibHOro
3acToCcyBaHHSA No
100 r y Ty6ax
(BupobHKK TOB
epbanonb
BapLuasa)

MepiognyHicTb
noAaHHs
perynsipHo
OHOB/IIOBAHOTO
3BiTYy 3 6e3nekn
BiANOBIAHO A0
Mopaaky
3[jACHEHHS
Harnagy sa
noGiYHNMK
peakuisMmu
NiKapcbKnx
3acobi.,
[103BOSIEHUX [0
MeAMYHOro
3aCTOCyBaHHA,
3aTBEPAKEHOr0
Hakasom MO3 Bif
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

27 rpygHsa 2006
poky Ne898,
3apeecTpoBaHoro
B MiHicTepcTBi
toCcTULT YKpaiHu
29 ciyHa 2007
poky 3a
Ne73/13340,
CTaHOBWTb:
BigMNoBigHO A0
nepiognYHocCTI
cknafiaHHsn
perynsipHo
OHOB/IIOBAHOTO
3BiTY 3 6e3neku
nikapcbKoro
3acoby,
[103BOSIEHOrO [10
MeANYHOro
3acTocyBaHHs, Ha
LieHTpasIbHOMY
PiBHi.

26.

XME/IO WWALLIOK
CYXun
EKCTPAKT

nopoLUoK (cybeTaHuis) y
naketax 3 nnisku
nosieTnneHoBol aAns
hapmMaLeBTUYHOTO
3acToCyBaHHs

MpAT "TexHonor"

YKpaiHa

HATYPEKC EC.ni.EW.

ITanis

nepepeectpais
Ha HeoBMeXeHWin
TEepPMiH

He nionsiecae

UA/12526/01/01

27.

LUNHAPU3NH

MOPOLLIOK (Cy6CTaHLis) y
nakeTax noaBiliHNX
nonieTuneHoBnx ans
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YKpaiHa

dnemiHr JlebopeTepi3
NimiTen

IHAjia

nepepeecTpauis
Ha
HeoOMeXeHHUIA
TEepMiH

He niosnsicae

UA/6252/01/01

HayanbHuK YnpasniHHA papmavueBTUYHOIT
OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKkOoBCbKUM




MEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

15.02.2017 Ne 141

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOINYHNX NPENAPATIB), LLOAO AKUX BY/IN BHECEHI 3MIHN 1O PEECTPALJINHNX MATEPIANIB,
AKI BHOCATbLCA A0 AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa dopma sunycky 3assHuUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BiOnycKy peecmpayiliHo2
3acoby 0 nocsio4eHHs1
1. L-ANAHIH NOpPOLLOK MpaT Ykpaina KioBa Xakko bio Ko., it AnoHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/12024/01/01
(cybeTaHuis) y "MynbTichapm 3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
nonieTuaeHoBmx a" HalilmeHyBaHHs Ta/abo agpecy 3asBHVKa
naketax gns (BnacHviKa peecTpauiiiHoro Noceig4eHHs) (3miHa
BUPOGHMLTBA Ha3BY 3a51BHMKA)
CTEPUIbHUX
niKapcbknx
dopm
2. ABAKTAN® TabneTkn, BKpUTI CaHpo3 CnoBeHis BUPOGHMLTBO 32 NOBHUM CnoBeHisi BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/8712/02/01
NNiBKOBOIO PapmacboTika LMKNIOM, NaKyBaHHA: Jlek 3MiHuy Il Tuny - 3MiHK 3 sikocTi. ADI. BUpobHMUTBO peyenmom
060/10HKOI0, N0 n3 a.n. dapmaueBTUYHA KOMNaHIs 4. - OHOB/1IeHHA DMF Ha aKkTuBHY peyoBuHY
400 mr Ne 10 a.
(10x1) y
6nictepax
3. AIPTEK aepososb Ans neHmapk IHAis "neHmapk ®apmacbloTrkan3 IHgjs BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/13754/01/01
iHransauin dapmMacbloTuK n1g. BUMPaB/IEHHS TEXHIYHOT NOMWUKM B METOAAX peyenmom
[030BaHuit, 25 ans /i1g. KOHTPO/t0 SIKOCTi 3a NOKa3HUKOM «KinbKicHe
MKr/50 MKr/go3y BU3HAYEHHSA», NM. «OueHKa NpUrogHoCcTu
no 120 pos B8 CUCTEMbI»
KoHTelHepax Ne
1
4, AIPTEK aepo3osb 4ns neHmapk IHais FneHmapk ®apmacbioTKan3 IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a UA/13755/01/01
iHranauin dapMacboTuK nra. BHECEHHS 3MiH 40 peecTpavLiiHnx maTtepiais: peyenmom
[030BaHnii, 25 ans Jita,. BMMNpPaB/IEHHS TEXHIYHOI NOMWU/IKV B METOAAX
MKr/125 MKr/no3y KOHTPOJtO SIKOCTi 3@ NOKa3HUKOM «KinbKicHe
no 120 fos3 B BU3HAYEHHSA», M. «OueHKa NPUrogHoOCTA
KOHTelHepax Ne cucTeMbl»
1
5. AIPTEK aepo3osib AN neHmapk IHAisA FneHmapk ®apmacbioTrKa3 IHAjs BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/13756/01/01
iHransauin dapmacbloTuK n1g. BUMPaB/IEHHS TEXHIYHOT NOMWU/KM B METOAAX peyenmom
[030BaHwWi, 25 an3 NTg. KOHTPO/O AKOCTi 3@ NOKa3HUKOM «KinbkicHe
MKr/250 mKr/go3y BU3HAYEHHS», M. «OueHKa NpUrogHoOCTA
no 120 pos B CUCTEMbI»
KOHTeliHepax No
1
6. AIPTEK aepo3osib 4ns neHmapk IHais neHmapk ®apmacbioTkKan3 IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/13756/01/01
iHransyin dapmMacbiTUK nra. TexHiYHa nomuska y cneuudikadii metoais peyenmom
[l030BaHWi, 25 an3 Ntg. KOHTPO/I0 AKOCTi 3a NOKa3HUKOM «OcaxeHne

MKr/250 MKr/go3y

pacnbl/IEHHO A03bI»
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200 wmr, no 50

Ta papMakoHarnisiay. 3MiHv y TepaneBTUYHMX

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
no 120 pos B
a/1lOMiHIEBOMY
KOHTEliHepi 3
[03y04nM
KnanaHom i
pO3MNUOIYO0
Hacagkoto 3
3aXCHUM
KoBMmaykom, no 1
KOHTeliHepy B
KapTOHHIl
Kopobui
7. AKBAMAKC Kpanni HazasbHi ToBapucTBO 3 YkpaiHa ToBapncTBO 3 06MEXEHOI0 YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 6e3 UA/12832/01/01
0,65 % no 20 mn 06MeXeHo BiANOBIAANILHICTIO 3MiHK | TUNY - 3MiHa po3mipy cepii (BkoUatoun peyenma
y dhnakoHax 3 BiANOBIAaA/bHI "hapmaneBTMYHa KOMMaHis Aiana3oH po3Mipy cepii) roToBOro /ikapcbKoro
KPULLIKOIO CTHO "3popos's” 3aco0y - BBeiEHHS 40AATKOBUX PO3MipiB cepili
KpanenbHuULEe "®apmaLeBTn NikapcbKoro 3acoby AN Ai4oro Lexy
3i CK/15IHO0 YHa KoMnaHis
nineTkoto; no 1 "3p0pos'a”
dhnakoHy B
Kopob6ui 3
KapTOoHY
8. AKHECTON Kpem, 200 mr/r MAT YkpaiHa MAT "KviBmegnpenapat"” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 6e3 UA/7011/01/01
no 30 r y Ty6ax "Kuismegnpen 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 peyenma
Ne 1y nauui apar” y3arasibHeHuUX gaHux npo cuctemy
hapmakoHarnsay (BkI4atoum KOHTaKTHI AaHi)
Ta/ab0 3MiHKN y po3MiLLEeHHI MacTep-thainna
cucTeMun hapmMmakoHarisgy
9. AKCACTPON® Tabnetkn, Bkputi | AT "IpiHaekc" Natsis Pemeguka TOB Kinp BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/10542/01/01
NNiBKOBOIO 3MiHK | TUNY - NogaHHS HOBOTO cepTudiikaTa RO- peuyenmom
060/10HKOI0, Mo 1 CEP 2013-172-Rev 02 Big HOBOro
Mr Ne 28 (14x2) aNlbTepPHaTUBHOIO BUPOGHMKA
y baictepax
10. AKTUNI3E® niocpinizat Ans BepiHrep HimeyunHa BepiHrep IHrenbxaiim ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/2944/01/01
pO3UMHYy ANns IHrenbxaiim v6X i Ko. KI 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0CcO6MU, peyenmom
iHchysiii no 50 IHTepHeLwH BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnsgy;
Mr, 1 donakoH 3 veX KOHTaKTHOT 0Co6M 3 hapmakoHarnsay 3asBHuKa
nioghinizatom y ANA 3aiicHeHHA chapmakoHarnsgy B YkpaiHi
KomnekTi 3 1 (BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
dhnakoHOM pO3MiLLeHHI MacTep-ghaiina cuctemu
PO3UYMHHKKA hapmakoHarnsgy
(Boga ans
iH'ekuyiin) no 50
M/ Y KapPTOHHIl
Kopo6ui
11. AKTOBETIH TabneTkn, BKpUTI TOB "Takepa YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/11232/02/01
060/10HKOI0, NO YkpaiHa" 3MmiHu | TUNY - 3MiHKn Wwoao 6esnekn/edekTUBHOCTI peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
TabneTtok y NoKa3aHHsX (BUlyYeHHs TepaneBTUYHOro
donakoHi; nol nokKasaHHs) (3MiHU [0 IHCTPYKLT y po3ain
hnaKkoHy B "MokasaHHsa") (TepMiH BBEAEHHA 3MiH NPOTATrOM 3-
KapTOHHIi X MiCAUIB nicnsa 3aTBepMKeHHS); 3MiHu Il Tuny -
Kopoobui 3MiHU Wwopao 6e3nekn/edeKTUBHOCTI Ta
(nakyBaHHs 3 thapmakoHarnagy. 3MiH1 y TepaneBTUYHNX
chopmu in bulk nokasaHHsX (404aBaHHA HOBOro TepaneBTUYHOro
ipmu- nokasaHHs abo 3MiHa y 3aTBepIKEHOMY
BUPOBHMKa nokasaHHi) (3MiHM 80 IHCTPYKUii y po3ain
Takepna ABCTpis "MokaszaHHsa") (TepMiH BBEAEHHS 3MiH NPOTArom 3-
'M6X, ABCTpIs) X MicsAUiB nicnsa 3aTBepxeHHs); 3MiHu Il Tuny -
3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpPOTKili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta iIHCTPYKUIT 4719 MeANYHOro
3aCTOCyBaHHSA Y 3B'A3KY i3 HOBUMW iaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHUMK Ta
AaHvMu 3 chapmakoHarnsagy (3MiHv Ao iHCTpYKLi y
po3gainu: "®apmakosnoriyHi BnactMeocTi",
"Oco6nmBOCTI 3acTocyBaHHs", "Cnoci6
3actocyBaHHs Ta Ao03n") (TepmiH BBEAEHHSA 3MiH
npoTsirom 3-X MicsLiB Nic/ia 3aTBepAKEHHS)
12. ANNBOBAK NOpPOLLOK A5 AnBoreH IMNKo | Jllokcembypr Nab6opaTtopio Peir XXodpe, IcnaHis BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/13141/01/01
pO3UMHYy AN C.ap.n C.A 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 peyenmom
iH'ekyii mo 1 r no y3arasibHeHVX AaHuX Npo cucTemy
1 chnakoHy 3 hapmakoHarnsgy (BkI4atoUm KOHTaKTHI AaHi)
NOPOLLKOM Y Ta/ab0 3MiHWN y po3MiLLEeHHI MacTep-thainna
nauLii 3 KapToHy cucTeMun hapmakoHarisgy
13. ANBOMNEHEM MOPOLLOK A/1A AnsoreH IMKo | Jllokcembypr BiAnosigae 3a BUMYCK cepii: Benuvka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/13613/01/01
pPO3UnHYy AN C.ap.n Xocnipa tOK flimiteg, Benuka Bputanis/ IHgis/ 3MiHM | TUNY - BBEAEHHS abo 3MiHW A0 peyenmom
iH'ekLin abo BpuTaHis; BMpo6bHMLTBO, HigepnaHnaw/ y3araJlbHeHNX AaHux npo cuctemy
iHchysiii no 500 TeCTyBaHHS, aHaNiTUYHI Yecbka hapmakoHarnsay (Bk1HUatoum KOHTaKTHI AaHi)
mr, 1 a6o 10 LOCAISKEHHST CTAaBINbHOCTI; Pecny6nika/ Ta/ab0 3MiHWN y po3MiLLEeHHI MacTep-thainna
dhnakoHiB 3 TeCTyBaHHA Ta NnakyBaHHs ITanis cuctemu chapmakoHarnagy
MOPOLLKOM Y roToBOro NpoAykTy: Xocnipa

KapTOHHIM nayui

Xenckea IHgjia MpaiisiT
NimiTea, IHAiA; BUPOGHMLTBO,
TeCTyBaHHS, aHaNiTUYHI
LOCAIMKEHHST CTaBINbHOCTI;
TeCTyBaHHSA Ta NakyBaHHs
CTEPWUITBHUX MPOMIKHUX
peyoBuH: Opxig Kemikans i
dapmaueyTikans Jtg, HAis;
BMPOGHUK, BigNOBifaIbHWI 3a
BTOPVHHE nakysaHHs: FOMNC
CKC (HigepnaHnawn) b.B.,
HigepnaHau; BUpoBOHUK,
BiANOBiAa1bHWI1 32 BTOPUHHE
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
nakysaHHsa: CBYC ®apma, a.c.,
Yecbka Pecnybnika;
TeCTyBaHHS Cepiii nikapcbkoro
3aco6y: Xocnipa C.n.A., ITanis
14. ANBOMNEHEM NOpPOLLOK A5 AnBoreH IMNKo | Jllokcembypr BiAnoBifae 3a BMNyCK cepii: Benvka BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/13613/01/02
pO3UMHYy AN C.ap.n Xocnipa tOK Jlimiteg, Benuka Bputanis/ IHgis/ 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 peyenmom
iH'ekuin abo BpuTaHis; BMpo6bHMLTBO, Higepnangu/ y3arasibHeHVX AaHuX Npo cucTemy
iHcpysiii no 1000 TeCTyBaHHS, aHaNiTUYHI Yecbka hapmakoHarnsgy (BkI4atoUm KOHTaKTHI AaHi)
mr, 1 a6o 10 LOCAIMKEHHST CTaBINbHOCTI; Pecny6nika/ Ta/ab0 3MiHWN y po3MiLLEeHHI MacTep-thainna
hN1aKoHiIB 3 TeCTYBaHHS Ta NakyBaHHs ITanis cvcTeMun dpapmakoHarnsagy
MOPOLLKOM Y roToBOro NpoAykTy: Xocnipa
KapTOHHIM nayui Xenckea IHgia MpaiisiT
Nimitea, IHAiA; BUPOGHMLTBO,
TeCTyBaHHS, aHaNiTUYHI
LOCAIMKEHHST CTaBINbHOCTI;
TecTyBaHHSA Ta nakyBaHHS
CTePUSIbHUX MPOMIDKHUX
peyoBuH: Opxig Kemikans i
dapmaueyTikans 114, IHais;
BMPOGHUK, BiANOBifabHWIA 3a
BTOPVHHE nakysaHHs: FOMNC
CKC (Higepnanan) B.B.,
HigepnaHau; BUpOOHUK,
BiZANOBiA&1bHWI 32 BTOPUHHE
nakysaHHsa: CBYC ®apma, a.c.,
Yecbka Pecnybnika;
TecTyBaHHS Cepiil Nlikapcbkoro
3aco6y: Xocnipa C.n.A., ITanis
15. ANEPIK Tabnetku no 10 KOHina6, Nnn CWA TOB HOC dapmadis MonbLia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 6e3 UA/7560/01/01
Mr no 7 abo no 3MiHK | TNy - 3MiHa YNOBHOBaXXEHOT 0CO6U, peyenma
30 TabneTtok y BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
6nictepi; no 1 KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asiBHuKa
6nictepy B ANA 34jiiCHeHHs dhapmakoHarisay B YkpaiHi
KapTOHHIi (BK/THOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
KopoobLi pO3MiLLEHHI MacTep-ghaiina cuctemu
dpapmakoHarnsay
16. ANMMIDOPT Kancynu no 250 AngoreH IMKo | Jllokcembypr | IHTac ®apmacktoTikanc flimiteq IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/13978/01/01
Mr no 10 kancyn C.ap.n. 3MiHM | TUNY - 3MiHa YNOBHOBaXEHOT 0cobM, peyenmom
y 6nictepi, no 10 BiANOBIAA/IbHOI 3a 34iICHEHHST chapMmakoHarnsaay;
6nictepis y KOHTaKTHOi 0c0bM 3 hapMakoHarnagy 3asBHuKa
KapTOHHIl AnA 3aiicHeHHA chapmakoHarnsgy B YkpaiHi
Kopoobui (BK/IOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
pO3MiLLeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy
17. ANTbBYHOPM po3unH gns OKTADAPMA ABCTpist OKTA®APMA dapmareBTvKa AscTpisi/ BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a UA/13083/01/01
20% iHcpysiin 20% PapmaueBTUK MpopaykTioHcrec M.6.X., Lsewis/ 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuyenmom
(200 mr/mn) no a ABCTpiIs; PpaHuis/ HaliMeHyBaHHs Ta/abo agpecu micus
50 mn a6o 100 MpoayKTioHcre OKTADAPMA AB, LUBeljs; HimeyumHa NPOBaPKEHHS AiS/IbHOCTI BUpOBGHUMKa/imnopTepa
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

My dhiakoHax
Nel ans iHdoys3il
(ckno Tun 1) 3
npoo6Koo

c M.6.X.

OKTADAPMA, ®paHuis;
OKTA®PAPMA
MpoaykTioHcrecenwacdpT
[oiiunang m.6.X., HimeuunHa;
AnbTepHaTVBHa BUPOGHMYA
AinsiHKa gns BTOPUHHOIO
nakyBaHHs:
OKTA®APMA I'mbX, fdeccay,
HimeuunHa

roTOBOrO /iKapPCbKOro 3acoby, BKIOYaun
OinbHWLI BUNYCKy cepii abo Micue npoBefeHHs
KOHTPOO AKOCTI. (AisNIbHICTb, 3a Ky BiAnosigae
BMPOGHMWK/IMNOpPTEp, BK/IOYAKYM BUMYCK Cepili)
(3MmiHa agpecu Micua NpoBaMKEHHS AiANbHOCTI
BMpo6HuKa OkTachapma AB, LLiBeLis 6e3 3MiHK
Micus BUPO6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPIAXKEHHS);
3Mminu | TUnY - 3MiHK Wwoao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnagy (iHwi 3miHn) (3amiHa
rpadpiyHoOro 306paxkeHHs ynakoBku Ha TEKCT
MapKyBaHHsA A1 NePBUHHOI Ta BTOPUHHOT
YyNakoBKW 4715 NPUBEAEHHS Y BiAMOBIAHICTb A0
Hakasy MO3 Ykpainu Ne 426 Big 26.08.05 (y
pepakuii Hakasy MO3 YkpaiHu Ne460 Bif
23.07.2015 p.) (TepMmiH BBEAEHHS 3MiH NPOTArOM
6-TN MicALiB nicna 3aTBepXKEHHSR); 3MiHU | Tuny -
AAMiHICTpaTNBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro JikapcbKoro
3acoby, BKIYaum AinbHNULI BUNycky cepii abo
MiCLie NpOBEeAEHHS KOHTPOJTH0 AKOCTI. (AIS/IbHICTb,
3a Ky BinoBifae BUPOGHMK/iMNopTep,
BK/HOUAIOUM BUMNYCK cepiid) (3mMiHa agpecy micus
NpOoBa[KEHHS AiS/IbHOCTI BUPo6HUKa OkTacapma
dPapmaueBTuka MNMpoaykTioHcrec, ABCTpist 6e3
3MiHU Micus BUpo6bHuuTBa) (TepmiH BBEAEHHS
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPAXKEHHS);
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapcbKoro 3acoby, BkIoYaoun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJO SKOCTI. (AisfIbHICTb, 3a Ky BiANoBigae
BMPOGHUWK/iMNOpTEpP, BK/OUAKOUM BUMYCK Cepili)
(3miHa agpecu MicLA NPOBafXXEHHS Ais/IbHOCTI
BMpo6HuKa OkTachapma MNpoaykTioHcrecenwadT
[Loiunana M.6.X., HimeuunHa 6e3 3MiHu Micus
BMPO6HULTBA) (TEPMIH BBELEHHS 3MiH NPOTArom
6-TU MicsLIB NicNs 3aTBEPAKEHHS)

18.

ANNbBYHOPM
20%

pO34nH Ans
iHdpy3iit, 20 %
(200 mr/mn) no
50 mn a6o 100
M1 PO3YUHY Y
dhnakoHi ans
iHcpysiit (ckno
Tvnll) 3

OKTA®APMA
dapmaueBTUK
a
MpopykTioHcre
c M.6.X.

ABCTpist

OKTA®APMA dapmateBTuka
MpopaykTioHcrec m.6.X.,
ABCTpiIs;
OKTADAPMA AB, LLBeuis;
OKTADAPMA, ®paHujs;
OKTA®APMA
MpogaykTioHcrecenwadpT
[oiiunang m.6.X., HimeuunHa;

ABcTpisi/

Lsevjis/

dpaHuis/
HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
BUMNpPaB/IEHHSA TEXHIYHOT NOMWUIIKM Y Ha3Bi KOMMaHii
y po3aini "BMpobHUK" B IHCTPYKUIT AN MEeANYHOro

3aCTOCyBaHHSA

3a
peyenmom

UA/13083/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs

npoo6Koto AnbTepHaTVBHa BUPOGHMYa
(6pombyTMNOBNiA AinsiHKa Ana BTOPUHHOIO
Kayuyk); no 1 nakyBaHHS:
hnakoHy y OKTAD®APMA 'mbX, feccay,
KapTOHHIl HimeyunHa
Kopoo6ui

19. ATbBYHOPM po3uuH ans OKTA®APMA ABCTpIs OKTA®APMA dapmareBTvKa AscTpisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/13083/01/02

25% iHcpy3iin 25% PapmaueBTUK MpopaykTioHcrec M.6.X., LLsewis/ 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuyenmom

(250 mr/mn) no a ABCTpis; PpaHuis/ HallmeHyBaHHs Ta/abo agpecy Micua
50 mn a6o 100 MpogaykTioHcre OKTA®APMA AB, LLBewjs; HimeuunHa NpOBaKEHHS AiSNIbHOCTI BUPO6bHUKa/iMnopTepa
MY hnakoHax c M.6.X. OKTAPAPMA, dpaHLis; rOTOBOrO NiKapCbKOro 3acoby, BKIYauu

Nel pgns iHdy3il
(ckno Tun 1) 3
npo6koto

OKTAGAPMA
MpopykTioHcrecenwadT
[oiunang m.6.X., HimeuunHa;
AnbTepHaTVBHa BUPOGHMYa
AiNAHKa 45 BTOPUHHOTO
nakyBaHHS:
OKTA®APMA 'vbX, [eccay,
HimeyunHa

AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/O SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/iMNOPTEp, BK/IOYAKOUM BUMYCK Cepili)
(3miHa agpecu MicLA NPOBafXXEHHS Ais/TIbHOCTI
BMpo6HUKa OkTachapma AB, LLBeLjis 6e3 3MiHK
Micusi BUpo6HULTBA) (TepMiH BBeAeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPIXKEHHS);
3miHu | TUNY - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3miHu) (3amiHa
rpaciyHoro 306paxkeHHs1 ynakoBK/ Ha TeKCT
MapKyBaHHA A1 NepBUHHOT Ta BTOPUHHOT
yrnakoBKWU A5 NPUBEAEHHS Y Bi4NOBIAHICTL A0
Haka3y MO3 Ykpainn Ne 426 Big, 26.08.05 (y
pepakuii Hakazy MO3 Ykpainu Ne460 Big,
23.07.2015 p.) (TepMiH BBEAEHHS 3MiH MPOTArOM
6-TV MicALIB MiCNA 3aTBEPKEHHS); 3MiHM | TUnYy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu MicLa NPOBaMKEHHS AisANbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3aco0y, BKIOYAKUM AibHUL BUNYCKY cepii abo
MicLe NpoBefEeHHS KOHTPOIO AKOCTI. (4isNbHICTD,
3a AKy Bignosigae BUPO6HMK/iMnopTep,
BK/IOYaAoUM BUMYycCK cepili) (3miHa agpecu micua
NpoBaPKeHHS AiNIbHOCTI BUpOoOHUKa OkTadapma
dapmaveBTrka MpogykTioHcrec, ABCTpia 6e3
3MiHM micus BUpobHuuTBa) (TepmiH BBeAEHHS
3MiH NPOTArom 6-TW MiCALIB MiCNA 3aTBEPAKEHHS);
3MiHn | TURY - AgMIHICTPaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NpoBaPKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKApCbKOro 3acoby, BKIUa4n
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJO SIKOCTI. (AisSNIbHICTb, 3a 5Ky BiAnosigae
BMPOGHMK/IMNOPTEpP, BK/KOYAKOYM BUMYCK Cepili)
(3miHa agpecu MicLsA NPOBafXEHHS Ais/IbHOCTI
BUpo6HMKa OkTadhapma MpoaykTioHcrecenwadT
[Joiiunang m.6.X., HimeyurHa 6e3 3MiHm micus
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
BMPOG6HMLTBA) (TepMiH BBEEHHS 3MiH MPOTArom
6-T1 MicsAUIB NicNs 3aTBEPXKEHHS)
20. ANNbBYHOPM po3unH ansa OKTA®APMA ABCTpis OKTA®APMA dapmaresTvka AscTpisi/ BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3a UA/13083/01/02
25% iHdpysiit, 25 % dapmaneBTuK MpopaykTioHcrec mM.6.X., Lseuis/ BMMNpaB/IEHHSA TEXHIYHOT MOMWUJIKM Y Ha3Bi KOMMaHii peyenmom
(250 mr/mn) no a ABCTpISt; dpaHuia/ y po3gini "BupobHUK" B IHCTPYKLi ANna Megu4HOoro
50 mn a6o 100 MpopykTioHcre OKTADAPMA AB, LLBeuis; HimeuunHa 3aCcToCyBaHHA
M1 PO3YMHY Y c M.6.X. OKTADAPMA, ®paHLis;
donakoHi ans OKTA®APMA
iHcpysin (ckno MpogykTioHcrecenwadT
Tmn ll) 3 [oiiunang m.6.X., HimeuunHa;
npo6koto AnbTepHaTuBHa BUPOGHUYA
(6pombyTrnosuii AinsHka gns BTOPUHHOIO
Kayuyk); no 1 nakyBaHHS:
donakoHy y OKTA®APMA I'vbX, deccay,
KapTOHHIi Himeuunna
Kopo6ui
21. AMBPOKCOI/TY | nopoLuok MAT YkpaiHa LLnnna Megikeo Nimitepn, IHais BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: - UA/6424/01/01
riAPOXNOPUA, | kpucTaniyHuii "KuiBcbkuit 3MiHn | TURY - 3MiHu 3 sKocTi. APl. CTabinbHICTb.
(cybcTaHuis) y BiTaMiHHWI 3miHa nepiogy NOBTOPHMX BUNpobyBaHb/nepiogy
naketax 3aBog" 36epiraHHa abo ymoB 36epiraHHa APl (3a
noABINHNX BiCYTHOCTI Y 3aTBEpPAKEHOMY [0CLE cepTudikaTa
nosieTuIeHoBMX BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
ons BK/IIOYAE Nepios NOBTOPHOr0 BUNPOGYBaHHS)
BMPOGHMLUTBA (nepiof NoBTOpPHOro BMNpPobyBaHHsA/Mepios
HecTepusibHUX 36epiraHHs) - 3MiHa yMoB 36epiraHHs AdI
niKapcbknx (He3HauHa 3miHa yMOB 36epiraHHs); 3MiHum | Tuny -
dopm 3miHu 3 sKocTi. APl. CtabinbHicTb. 3miHa nepiogy

NOBTOPHKX BMNpOoGyBaHb/nepioay 36epiraHHs abo
ymoB 36epiraHHs A®I (3a BigCyTHOCTI Y
3aTBEPAKEHOMY [OCLE cepTugikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/IIOYAE Nepios NOBTOPHOr0 BUNPOGYBaHHS)
(nepios, noBTOPHOro BUNpPobyBaHHA/Nepios
36epiraHHs) - 36iNblUEHHS abo BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHs/nepiofy 36epiraHHs
Ha OCHOBI pe3y/nbTarTiB AOCNiMpKEeHb Yy peasibHOMY
yaci (36inbLUeHHs TepMiHY NpuaaTHOCTI 3 4-X A0
5-Tu pokiB); 3MiHW | TMNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat
BiAMOBIgHOCTI €Bponeichkiii
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4®Y abo €sponeiicbkoi hapmakoner,
a60 IHWOT HaLioHaIbHOT thapmakonei Aepxasu
€C (3MiHa y cneyudpikauisix, NoB's3aHa 3i 3MiHamu
B ®Y, abo EBponelicbkiii hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C)
(MpvBeaeHHs ao Bumor MoHorpadii EP 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
nokasHukamu «lgeHtndikauisi», «CynposigHi
OOMILLKM»); 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
(BKTHOYaKOUM, 3a HEOOXIAHOCTI, MicLle NPOBEeAEHHS
KOHTPO/HO SIKOCTI), a60 BlacHWKa MacTep-ghaiina
Ha A®Il, abo nocTavasibHuka A®l/BuxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
3aCTOCOBYOTbCA Y BUPOO6HULTBI API (AKLLO
3a3Ha4YeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikata BignoBiaHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHoMy
[ocbe, abo BUPOGHYVKA HOBOI [OMOMKHOI
peyoBUHM (AKLWO 3a3HaYeHo y aocke) (Ha goaartok
[0 3aTBepPAKEHOT pUANYHOT agpecu
3a3HavyaETbca agpeca MicLs NPOBaKEHHS
aisnbHocTi: - (i) ginaHkn 1A 1a 1A ‘P, 1B, 2, 2A,
2B, 3A - 3E, 4A, 5A, 4B Ta 5B, fewyre
IHpacTpian Epia, Jewyre 584 17 fjcT. Peliue,
IHAiA)
22. AMIHA3WH- Tabnetkn, Bkputi | ToBapucTeo 3 YkpaiHa ToBapnCcTBO 3 0OMEXEHOID YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasiis: 3a UA/1118/01/01
340POB'A NAiBKOBOO 0bMexeHoto BiANOBIAA/LHICTIO 3MiHM | TRy - 3MiHa po3Mipy cepii (BkIovaum peyenmom
060/10HKOH0, MO BignoBigasbHi "papmaLeBTUYHa KOMNaHis [iana3oH po3mipy cepii) roToBOro /ikapcbkoro
100 mr o 10 cTIo "3p0pos'a” 3acoby - BBeJEHHS [4OAATKOBUX PO3MipiB cepii
TabneTtok y "®apmaueBTn npenapary gns gitoyoro uexy e ta goaaTkosoi
6nictepi; no 1 YHa KOMNaHis AinbHULI BUpO6HMLTBA Lexy 13 Ta BUKNafeHHs
abo 2 6nictepu B "3popos's"” 3aTBEpPMAKEHNX PO3MIPIB Cepii B Kilorpamax Ta'y
KapTOHHIi TUC. YNaKoBOK B TEOPETUHHOMY PO3PaxyHKY; 3MiHW
Kopo6ui; no 20 | TMNy - 3amiHa abo BBeAEHHSA 0,0AaTKOBOT
TabneTok y AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
6nictepi; no 1 BMPOGHMYOro MpoL,ecy roToBOro JlikapcbKoro
6nictepy B 3aco6y (AinbHMLSA, Ha SiKili NPoBOAATLCA BY/Ab-SiKi
KapTOHHIi BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
Kopo6ui; no 20 KOHTPOJIH0 AKOCTi, NEePBUHHOTO Ta BTOPUHHOIO
TabneTtok y nakyBaHHs, 4151 HECTEPUSIbHUX NIKAPCbKUX
6nictepax; no 10 3aco6iB) - BBeAEeHHA HoBOro Lexy /13 gopatkoso
TabneTtok y [10 3aTBEpMAXEHOro Lexy [1P; cynyTHA 3miHa:
6nictepax 3amiHa abo BBeZleHHs A0AaTKOBOI Ai/bHULL
BMPOGHMLTBA A1 YaCTUHM abo BCbOro
BMPOGHNYOro NpoLecy roTOBOro iKapCbKoro
3aco06y (4iIbHULA 4515 BTOPUHHOTO NakyBaHHS);
3amiHa abo BBefeHHS A,04aTKOBOI AiNbHULL
BMPOBHMLTBA [/15 YaCTUHM ab0 BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3aco6y (AiNbHWUSA 415 NEPBMHHONO NaKyBaHHS)
23. AMOKCUK/NAB | nopoLok ans CaHpo3 CnoseHis BWMYCK Cepii; BUPOGHMLTBO 3a CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/15213/01/01
® 2S opanbHoTl dapmacbloTika NOBHUM LUKNOM: Jlek 3MiHM | TNy - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
cycnexsii n3 a.4. PapmaueBTUYHA KOMNaHis 4.4. [OMOMDKHOT PEYOBMHY - 3MiHW A0 METOfiB
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs

(400mr/57mr B 5 KOHTPO/II0 JOMOMDKHUX peyoBuH p. Boga
M) no 8,75 r (35
mn ) abo no 17,5
r(7omn)y
nnsawkax Ne 1

24. AMOKCUK/IAB | Tabnetku, Wo CaHpo3 CnoseHis ek ®apmaveBTMyHa KoMMaHis CnoseHis BHECEHHSA 3MiH [0 peecTpauiiiHux matepianis: 3a UA/3011/04/02

® KBIKTAB AVicnepryoTbes, dapmacbloTika A.4., CnoseHis (003Bin Ha npuBeAEeHHSA Y BifNoOBiAHICTb [0 peyenmom

no 500 mr/125 n3 a.a. BMNYCK cepii; BUPOGHULITBO 3a peecTpauiiHnx MaTepianiB HanNnUcaHHA
Mmr, o 2 NOBHMM LK/TOM) peecTpauiliHoi npoueaypu B Hakasi MO3
TabneTkny YkpaiHu Ne 484 Big 30.05.2016 B npoueci

6nictepi; no 5
abo 10 6nicTepis
Y KapPTOHHiIl
KopoobLi

BHECEHHS 3MiH - 3MiHu | TUny - Jlikapcbki 3acobu.
BHeceHHs 3MiH(1) Ha Bumory MO3 3rigHo 3
pekoMeHAaLiAMN HaLiOHaIbHUX KOMMETEHTHUX
opraHiB, MiXXHapOAHMX OpraHisayiii, perynsitopHmx
areHuil iHWKX KpaiH Micns OUiHK1 HerainHoro
0OMeXeHHS LWoJo 6e3nekn, MapKyBaHHS,
XapakTepHoro A1 NeBHOI hapmMakonoriyHoT
Ta/abo hapmakoTepaneBTUYHOI rpynn, perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku, niaxy
ynpaBiHHA prU3nKamm, KOHTPOSIbHUX
3axogis/cneuiasibHrX 3060B’A3aHb, 3MiH 415
BifJOOPaKeHHA KOPOTKOT XapaKkTepuCTUKn
NiKapcbKoro 3acoby Ta IHCTPYKLT 418 MeanyHOro
3aCTOCYBaHHS (BNPOBaMKEHHS Y3rOAKEHNX 3MiH Y
chopMy oBaHHI, WOAO AKVX 3a58BHWK HEe Hafae
XXOZHMX HOBMX A0AATKOBUX AaHWX) - 3MiHW [0
IHCTPYKUi y po3gin "MNMoka3aHHsA", a TakoX y
po3ginu "MNpoTunokasaHHs", "B3aeMogis 3 iHLWIMMK
nikapcbk1MK 3acobamu Ta iHLWi BUAM B3aeMogiid",
"Oco611BOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"3[aTHICTb BNAMBATM Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
MexaHiamamu", "Cnoci6 3acTocyBaHHs Ta fosmn",
"Mo6iyHI peakui™ 3rigHO 3 iHhopmaLieto Wwoao
MeJMYHOro 3aCTOCYBaHHA peddepeHTHUX
(AYTMEHTWH ta AYTMEHTWH (BD)) nikapcbkux
3aco6iB. TepmiH BBeieHHSA peKOMeH0BaHO
CKOpPOTUTM A0 3-X MICALIB MiCNA 3aTBEPMXKEHHS;
3MiHa Yy MeTofAax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby; cynyTHs 3MiHa: 3MiHa
napameTpiB cneundikauii Ta/abo JonycTUMmx
MEX roTOBOrO JIiKapCbKOro 3acoby (3BY)XXeHHS
[onycTUMUX MeX); 3MiHa napameTpis
cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby. BBefeHHs 3MiH NpoTarom 6-
TV MicAUiB nicnsa 3aTBepmXeHHs (6y/10 - 3MiHN A0
IHCTPYKLii 415 MeAUYHOTo 3acToCyBaHHA. TepMiH
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

BBE/leHHs1 PEKOMEHA0BAHO CKOPOTUTK A0 3-X
MiCAILiB Nicns 3aTBEpPKEHHS; 3MiHa Yy MeTofax
BUNPOGYBaHHS rOTOBOTrO NliKapCbKOro 3acoby;
CynyTHS 3MiHa: 3MiHa NapameTpiB cneumndikaii
Ta/abo fonyCTUMUX MEX rOTOBOrO NikapCbKoro
3ac006y (3BYXXEHHS [OMYCTUMUX MeX); 3MiHa
napameTpiB cneuudikaui Ta/abo JonycTuMmx
MeX roTOBOro NiKapcbKoro 3acoby. BeeeHHs 3MiH
NPOTArom 6-T1 MiCALIB NMiCNs 3aTBEPKEHHS)

25.

AMOKCUKNAB
® KBIKTAB

TabneTku, Wo
[AnCrepryroTbes,
no 875 mr/125
Mr, 1o 2
Tabnetkn y
6nictepi; no 5
abo 7 6nicTepis
Y KapTOHHiIl
Kopoo6ui

CaHpo3
$apmacbloTika

n3 a.4a.

CnoBeHis

Jlek ®apmaLeBTMYHA KOMMaHis
4.4., CnoseHis (0,03BiN Ha
BWMYCK Cepii; BUPOGHMLTBO 3a
MOBHUM LMK/IOM)

CnoBeHisi

BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepianis:
npuBefeHHs y BiANOBIAHICTb A0
peecTpauiiHnx maTepiasiB HanUCaHHA
peecTpauiiiHoi npoueaypu B Hakasi MO3
YkpaiHu Ne 484 Big, 30.05.2016 B npoveci
BHECEHHS 3MiH - 3MiHW A0 IHCTPYKLi y po3ain
"MokasaHHsa", a TaKOX Yy po3ainm
"MpoTnnokasaHHA", "B3aemogis 3 iHWMu
nikapcbknMmn 3acobamu Ta iHWi BUAM B3aemogin',
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHS y
nepiog BaritTHOCTi abo rofyBaHHs rpyano”,
"3paTtHICTb BIIMBATK Ha LWBMAKICTb peakuii npn
KepyBaHHi aBTOTpaHCMopToM abo iHWWMHK
MexaHizmamu”, "Cnoci6 3acTocyBaHHs Ta 4o3mn",
"Mo6iuHi peakwyji" 3rigHoO 3 iHchopMmaLieto Woa0
MeAMYHOro 3acToCyBaHHA pediepeHTHUX
(AYTMEHTWH Tta AYTMEHTWH (BD)) nikapcbkux
3ac06iB. TepMiH BBEAEHHS PEKOMEH0BAHO
CKOpPOTUTM A0 3-X MIiCALIB MiCNsA 3aTBEPMKEHHS;
3MiHa Yy MeTofAax BUNpo6yBaHHSA roTOBOro
NiKapcbKoro 3acoby; cynyTHS 3MiHa: 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MEX rOTOBOr0 /NiKaPCbKOro 3acoby (3BYXXEHHS
[ONyCTUMMX MeX); 3MiHa napameTpis
cneuudikauin Ta/abo [oNyCTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby. BeefieHHs 3MiH NpoTarom 6-
TV MicsLiB nicns 3aTBepmkeHHs (6ys10 - 3MiHW Ao
IHCTPYKLi 415 MeAUYHOTo 3aCTOCyBaHHA. TepMiH
BBE/leHHS1 PEKOMEHA0BAHO CKOPOTUTH A0 3-X
MiCALIB MiCNA 3aTBEPA)KEHHS; 3MiHa Y MeTogax
BMNPO6YyBaHHSA rOTOBOrO MiKapCbKOro 3acoby;
CynyTHsI 3MiHa: 3MiHa NapameTpiB cneuundikawiii
Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKoro
3ac00y (3BY)XEHHS JOMYCTUMUX MeX); 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX roTOBOro /iKapCbKoro 3acoby. BeefeHHs 3miH
NpoTArom 6-TM MicALiB Nic/1A 3aTBepAKEHHS)

3a
peyenmom

UA/3011/04/01

26.

AMOKCUUUNI
HY HATPIEBA

MOPOLLOK
(cybeTaHuis) y

NAT
"Kuismegnpen

YKpaiHa

Xyxait FOHuTen Nabopatopiec
Ko., 114.

Kutait

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais:
3MiHM | TNy - 3MiHa y MeToAax BUNpobyBaHHS

UA/10657/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
Cinb | anoMiHIEBMX apat" A®| abo BMXigHOrO MaTepiany/MpPOMiXHOro
KNABYNAHATY | 6igoHax ans npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
KANIEBA Cl/Ib | chapmavneBTU4HO npoueci BupobHuuTea AP (iHLWi 3MiHK y MeToAax
(5:1) ro 3aCTOCYBaHHs BMMPOGYBaHHSA (BK/HOYAOuM 3aMiHy abo
[ONOBHEHHS) A®| ab0 BUXiAHOro/NPOMIXHOTO
NpPoAyKTY) - 3MiHW A0 p. "BakTepianbHi
€HAO0TOKCUHN" y 3B A3KY 3 NPVYBEAEHHAM 4,0 BUMOT
27. AHANbIH Tabnetkn no 500 MAT YkpaiHa MAT "/ly6Hnchapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 6e3 UA/8374/01/01
Mr Nel10y "Nly6Hnchapm" 3MiHn | TUNY - AgMIHICTPaTMBHI 3MiHK. 3MiHa peyenma
6nictepax HalilMeHyBaHHs1 Ta/abo agpecy 3asiBHMKa
(BnacHvKa peecTpauiiiHOro noceig4eHHs) (3MiHa
aapecy 3asBHvKa) (TepmiH BBEAEHHS 3MiH
NPOTArom 6 -TW MICALIB NIiCNA 3aTBEPAXKEHHS);
3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIUaUn
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPO/II0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBiAae
BMPOGHMK/IMNOPTEpP, BK/KOYAKOYM BUMYCK Cepili)
(3miHa agpecyn BUpobHUKa, 6e3 3MiHU MicLA
BMPOGHMLTBA. (NEepeiiMeHyBaHHS BY/.
MeTposcbkoro Ha Byn. bapsiHkosa) (TepmiH
BBE/EHHS 3MiH MPOTAroM 6-Tv MicsALiB micas
3aTBEPKEHHS)
28. AHECTE30/1® cynosuTopii in AT "Nekxim- YkpaiHa AT "Nlekxim-Xapkis" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: - UA/7066/01/01
bulk: no 5 Xapkis" 3MiHu | TUNY — nogaHHA oHosneHoro CEP Ne R1-
Cyno3nTopiis y CEP 2004-008-Rev 03 ana Ad®| 6eH30kaiHy Big,
6nictepi; no 180 3aTBEp)KEHOro BUPOOHWMKa 3i 3MiHOK agpecu
6nictepiB y NPOBaKEHHA BUPOOHULTBA; 3MiHM | Tuny —
ALLNKY npuBefeHHs cneundikauii APl 6eH3okaiHy y
BiANOBIAHICTb 40 BUMOT MOHOrpadii
«Benzocaine» EP
29. AHECTE30/1® cynosuTtopii no 5 AT "Nekxim- Ykpaina AT "Nekxim-Xapkis" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/7065/01/01
Cyno3nTopiiB y Xapkis" 3MiHK | TUNY — nogaHHsA oHoBneHoro CEP Ne R1- peyenma
6nictepi; no 1 CEP 2004-008-Rev 03 ana A®Il 6eH3okaiHy Big
abo 2 6nictepn y 3aTBEPKEHOr0 BUPOOHUKA 3i 3MIHOIO afpecu
nauLi 3 kKapToHy NPOBaKEHHSA BUPOOHNLTBA; 3MiHK | Tuny —
npueefeHHs cneuudikauii A®I 6eH3okaiHy y
BiANOBIAHICTL 4,0 BUMOT MOHOrpadii
«Benzocaine» EP
30. APANET Tabnetku, Bkputi | AnsoreH IMKo | Jliokcembypr F'eHechapm CA Ipeuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/13659/01/01
NNiBKOBOIO C.ap.n. 3MiHuM | TUNY - BBEAEHHA abo 3MiHM A0 peyenmom
060/10HKOI0, MO y3ara/ibHeHUX JaHnX nNpo cucTemy
2,5 wmrno 10 hapmakoHarnsgy (BKI4atoumy KOHTaKTHI AaHi)
TabneTok y Ta/abo 3MiHM y po3MiLLleHHI MacTep-chalina

6nictepi; no 3

cucTemMu dpapmakoHarnsay
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
6nictepun y nauui
3 KapTOHY
31. APOMACTAH TabneTkun, BKPUTI AkTasic rpyn IcnaHgis CiHpgaH ®apwma CP/1 PymyHis BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3a UA/12271/01/01
NAiBKOBOO AT 3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom
060/10HKOH0, MO HallMeHyBaHHs Ta/abo agpecy Micus
25 wmr, no 10 NpoBaf)KEHHS AiSNIbHOCTI BUPOOHUKa/imnopTepa
TabneTtok y roTOBOrO /iKapCbKOro 3acoby, BKIoYaoun
6nictepi; no 3 OinbHWLI BUNYCKy cepii abo Micle npoBefeHHs
abo 10 6nicTepi KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a Ky Bignosifae
Y KapPTOHHiIl BMPOGHMK/iMNOpTEpP, BK/IKOYAK4M BUMYCK Cepili)
KopoobLi (3MiHa HallMeHyBaHHs Ta NPUBELEHHST peaakLil
agpecy BUpobHuka 13 aHrniicbKo MOBOHO Y
BiAMOBIAHICTb A0 OPUTriHANIbHUX AOKYMEHTIB
BUpO6HMKa (BMCHOBKY LLOAO NiATBEPKEHHS
BiANoBigHOCTI BUpo6HMLUTBa /13 Bumoram GMP
(Oepxnikcnyx6a Ykpainu Ta JlineHsii Ha
BUPO6HMUTBO) (TepMiH BBEAEHHS 3MiH NPOTAroM
6-TV MicsLiB Nic/sa 3aTBEPLKEHHS)
32. ACKOPBIHOBA | po3uuH ans ToBapucTBO 3 Ykpaina KOHTPO/b AKOCTi, BUMYCK Ccepii: YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/6255/01/01
KNCNOTA iH'ekyjn, 50 06MeXeHo ToBapuCcTBO 3 0OMEXEHOID 3MiHuM | TUNY - BBEAEHHA abo 3MiHu 0 peuenmom
mr/mA; no 1 mn BiANOBIAa/bHI BiAgnosiganbHicTio "AocnigHuii y3araJlbHeHNX AaHux npo cucrtemy
abono 2 mnB CTIo 3aBog, "MHUJ/IC", YkpaiHa; BCi hapmakoHarnsagy (BKIoYatouy KOHTaKTHI AaHi)
amnyni; no 10 "[ocnigHwnia cTajii BUpoObHMLTBA, KOHTPO/Ib Ta/abo 3MiHM Yy po3MilLleHHI MacTep-haiina
amnyn y nauyui 3 3aB0[, AKOCTI, BUNYCK cepil: cucteMun dpapmakoHarnsagy
KapTOHyY; no 1 "rHuIC" ToBapncTBO 3 0OMEXEHOI0
M1 abo no 2 mn BiANOBIAA/ILHICTIO
B amnyni; no 5 "®apmaLeBTMYHa KOMMaHis
amnyny "3popoB A", YkpaiHa
6nictepi; no 2
6nictepn y nauui
3 KapToHy; no 1
M1 abo no 2 Mn
B amnyni; no 10
amnyny
6nictepi, no 1
6nictepy B nauui
3 KapTOHY
33. ACIMEKAP/[, Tabnetkun no 100 TOB YkpaiHa TOB "Ctupon6iochapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiitHux maTepianis: 6e3 UA/5090/01/01
mr Ne 120 "CTtumpon6iocha 3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenma
(12x10) y pm" HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
6nictepax, Ne (BnacHvKa peecTpauiiiHoro noceigyeHHs) (3miHa
100y agpecu 3asiBHUKA)
KOHTeliHepax y
nauuj abo 6e3
nayku
34. ATMA ® Kpanni opanbHi Pixapg, ABCTpIs Pixapa bitTHep Al ABCTpist BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/8301/01/01
no 20 mn, 50 mn, BitTHep Al 3MiHuM | TUNY - BBEAEHHA abo 3MiHM g0 peyenma

100 mny

y3araJ/ibHeHuX aaHux rnpo CUCTtemy
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
dhnakoHax- thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
KpanesibHUUAX Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
Ne 1 cucTeMun dpapmakoHarnsagy
35. ATOPBACTAT Tabnetku, BkpuTi | [dpaiizep IHk. CLIA MepBrHHA Ta BTOPMHHA HimeuunHa/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a UA/11020/01/04
VH N®AINA3EP NNiBKOBOIO ynakoBKa, KOHTPO/1b AKOCTI Ta CWA 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs peuyenmom
o6osoHkKot, 80 BWMNYCK cepil: BMPOBHUYOI AiNbHUL (BKNHOYAKUN AiNbHUL ANS
mr; no 10 Mdpaiizep MeHohekvyprHr A®I, npomiXHOro npoAyKkTy abo roToBoro
Tabnetok y [oiunena Mv6X, HimeuwunHa; NiKapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
6nictepi ; no 3 BMPOGHMLTBO in bulk, KOHTPOb nakyBaHHs, BUPOGHMKa, BifNOBigaIbHOTO 3a
6nictepu y AKOCTI: BWMNYCK Cepiii, MicLie NpoBeAEHHS KOHTPOJIIO cepil)
KapTOHHIl Mdpaiizep ®apmactoTikana ab0o nocTavyasibHUKa BUXIAHOIO mMarepiany,
Kopobui NNC, CWA peareHTy ab0 AONOMIKHOI peYOBMHY (IKLLO
3a3HaveHo y Aocke) (BunyueHHs
anbTepHaTUBHOrO BUpo6HUKa M3,
BiANOBIAa/IbHOrO 3a BUPO6HMLTBO in bulk -
Mdpaiizep AiineHg ®apmacbioTikans, lpnaHais
(micuesHaxomxeHHs Nlor6er, PiHgackigi, KayHTpi
Kopk, Ipnangis); 3miau | Tuny - 3MiHn 3 SKOCTi.
A®I. KoHTponb A®I (iHWi 3MiHK) (NprBEAEHHS
HanmcaHHs yHKLin BUpo6HukiB MN3 y
BiANOBIAHICTb A0 OpUriIHAUTBHUX MaTepiasis
BMPOGHUKA)
36. ATOPBACTAT TabneTkun, BKPUTI Mdpatizep IHK. CWA Bupo6HuuTteo in bulk, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a UA/11020/01/02
VH N®ANSEP NAiBKOBOO nepBMHHA Ta BTOPUHHA CWA 3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom
060/10HKOH0, 10 ynakoBKa, KOHTPOJ1b AKOCTI Ta BMPOBHUYOI AiNbHML (BKIKOUAKUN AiNbHNL ANS
mr; no 10 BMNYCK cepil: A®I, NpomiXXHOro NpoAykTy abo rotoBoro
TabneToky Mdpaiizep MeHoekuypuHr niKapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
6nictepi ; no 3 [oiliuneng MM6X, HimeuunHa; nakyBaHHsl, BUpOGHYKa, BigNoBiganbHOro 3a
6nictepn y BUPOGHMLTBO in bulk, KOHTpONb BWMNYCK Cepiii, MicLLe NPOBELAEHHS KOHTPOJIHO cepil)
KapTOHHI SKOCTI: ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
KopooLi Mdpaiizep ®apmactoTikan3 peareHTy abo [ONOMIKHOI PEYOBUHY (SIKLLO
NNc, CWA 3a3HayveHo y Jocbe) (BunyyeHHs
anbTepHaTUBHOro BUpPOo6HMKa M3,
BiANOBiAa/IbHOrO 3a BUpPo6HMLUTBO in bulk -
Mdpaiizep AiineHp ®apmachkioTikans, |pnaHais
(micuesHaxomkeHHs Norber, Pingackigi, KayHTpi
Kopk, IpnaHgis); 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I (iHLwi 3miHK) (NpuBeaeHHS
HanmcaHHs yHKLUin BUpo6HukiB MN3 'y
BiANOBIAHICTb A0 OPUTiHA/TbHUX MaTepianis
BMPOGHUKA)
37. ATOPBACTAT TabneTkn, BKpUTI Mdpaiizep IHkK. CWA Bunpo6bHmyuTBo in bulk, Himeuunxa/ BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/11020/01/01
VH N®ANA3EP NNiBKOBOIO nepBMHHA Ta BTOPUHHA CWA 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs peyenmom
060/10HKo0, 20 ynakoBKa, KOHTPO/Ib AKOCTI Ta BMPOBHUYOI AiNbHUL (BKNHOYAKUN AiNbHAL ANs
mr; no 10 BMNYCK Cepil: A®I|, TPOMIXKHOIO NPOAYKTY abo roToBOro
TabneTok y Mdpaiizep MeHohekvypyHr niKapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
6nictepi ; no 3 [Loiiuneng M6X, Himeuunna; nakyBaHHs, BUPOOHMKa, BifNOBIfaIbHOTO 3a
6nictepn y BMPO6HMUTBO in bulk, KOHTpONb BMMYCK Cepili, MicLie MPOBEAEHHSI KOHTPOIO cepii)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
KapTOHHIi AKOCTI: abo noctavasnibHVKa BUXIQHOTO Matepiany,
Kopoobui Mdpaiizep ®apmactoTikan3 peareHTy ab0 LOMNOMIXXHOI pe4OBUHY (SIKLLO
Nnc, CWA 3a3HayeHo y Aocke) (BunyueHHs
anbTepHaTUBHOIO BUPO6HMKa M3,
BiANoBiAa/IbHOIO 3a BUPO6HULTBO in bulk -
Mcpaiizep AiineHg ®apmachkioTikans, IpnaHais
(micuesHaxomkeHHs Jlor6er, Pingackigi, KayHTpi
Kopk, IpnaHgis); 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I (iHWi 3MiHW) (NprBEAEHHS
HanvcaHHs PyHKLin BUpo6HukiB MN3 y
BiANOBIAHICTb A0 OpUTiHA/TbHUX MaTepianis
BMPOGHUKa)
38. ATOPBACTAT Tabnetku, BkpuTi | [dpaiizep IHk. CLIA Brpo6HuuTBO in bulk, HimeuunHa/ BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 3a UA/11020/01/03
VH N®AINA3EP NNiBKOBOIO nepBMHHA Ta BTOPUHHA CWA 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. BunyyeHHs peuyenmom
o6osoHkKoto, 40 yNakoBKa, KOHTPO/Ib AKOCTI Ta BMPOBHUYOI AiNbHUL (BKNHOYAKUN AiNbHNL ANS
mr; no 10 BUMYCK Cepii: A®I, npomiXHOro NnpoAyKkTy abo roToBoro
Tabnetok y Mdpaiizep MeHhekvypuHr NiKapcbkoro 3acoby, AiNbHUL 4158 NPOBEeAEHHS
6nictepi ; no 3 [onuneng MmoX, Himewunna; nakyBaHHs, BUPOGHMKa, BifNOBIgaIbHOTO 3a
6nictepu y BMPOGHMLTBO in bulk, KOHTPOb BWMNYCK Cepiii, MicLie NpOBEAEHHS KOHTPOJIIO cepil)
KapTOHHIl AKOCTI: abo nocTavyasibHUKa BUXIAHOIO mMarepiany,
Kopoo6ui Mdpaiizep PapmactoTikan3 peareHTy abo [OMNOMKHOI PEYOBUHY (SIKLLO
NNC, CWA 3a3HaveHo y Aocke) (BunyueHHs
anbTepHaTUBHOrO BUpo6HUKa M3,
BiANOBIAa/IbHOrO 3a BUPO6HMLTBO in bulk -
Mdpaiizep AiineHg ®apmacbioTikans, lpnaHais
(micuesHaxomxeHHs Nlor6er, PiHgackigi, KayHTpi
Kopk, Ipnangis); 3minu | Tuny - 3MiHn 3 SKOCTi.
A®I. KoHTponb A®I (iHWwi 3MiHK) (NMprBEAEHHS
HanmcaHHs yHKLin BUpo6HukiB MN3 y
BiANOBIAHICTb A0 OpUriIHAUTBHUX MaTepiasis
BMPOGHUKA)
39. AYPIOEKCAH Kpanni BYLLUHi, ToBapucTBo 3 YkpaiHa BCi cTafii BUPO6HMLITBA, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a UA/10132/01/01
0,5 mr/mnno 5 0bMexeHot KOHTPO/b SKOCTI, BUMYCK cepii: 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 peyenmom
M/TY o1aKOHi; BignoBigasbHi ToBapncTBO 3 0OMEXEHOI0 y3araJlbHeHNX gaHux npo cuctemy
no 1 cpnakoHy B CTIo BiAnoBiganbHicTo "AocniaHuii hapmakoHarnsay (BkI4atoum KOHTaKTHI AaHi)
KOMMNAEKTI "focnigHnii 3aBog "MHLUJ/C", YkpaiHa; Ta/ab0 3MiHN y po3MiLLEeHHI MacTep-thainna
KPYILLIKOHO- 3aBof, BCi cTagii BUpOGHMLITBA, cucTtemmn hapmakoHariagy
KpanesibHuLEe B "rHUaC" KOHTPO/b SKOCTi, BUMYCK Ccepii:
nauuj 3 KapToHy ToBapucTBO 3 0OMEXEHOI0
BignosigancHicTio "®APMEKC
IPYI", Ykpaina
40. ADTYBIH® Tabnetkn Ne 12 Pixapg, ABCTpIst Pixapg BittHep Al ABCTpIst BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 6e3 UA/10018/01/01
(12x1), Ne 24 BitTHep Al 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0 peyenma
(12x2), Ne 36 y3araJibHeHUX AaHux Npo cuctemy
(12x3), Ne 48 hapMakoHarnsgy (BkIHYatoum KOHTaKTHI AaHi)
(12x4) y Ta/abo 3MiHM y po3MilLleHHI MacTep-aiina
6nictepax cuctemu hapmakoHarnsgy
41. AUETAN Tabnetkn no 600 | ToBapucTeo 3 YKpaiHa ToBapnCTBO 3 0OMEXEHO YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx maTepiaiis: 6e3 UA/12310/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NMNocBi0OYEeHHS

mr Ne 10 (10x1),
Ne 20 (10x2) y
6nictepax y
Kopoo6Ui

0bMexeHot
BignoBigasbHi
CTHO
"papmaueBTu
YHa KOMNaHis
"3p0pos'a”

BiANOBiAA/IbHICTIO
"papmaLeBTUYHa KOMNaHis
"310pOB'S"

3MiHn | TURY - AgMIHICTPaTMBHI 3MiHK. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asBHMKA
(BnacHvka peecTpauiiiHoro noceigYeHHs) (3mMiHa
afpecu 3asBHUKa TOBapMCTBO 3 06MEXEHOI0
BignoBigasbHICTIO "®apmMaueBTUYHa KOMNaHis
"3p0pos'a"); 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHa po3mipy cepii (BkIoYatouy fiana3oH
po3Mipy cepil) roToBOro Nikapcbkoro 3acoby (iHLwi
3MiHN) (BBEAEHHS AOAATKOBUX PO3MIpIB Cepiii
roToBOro NikapcbKoro 3acoby A1 Ailynx Lexis
N3 talN® ana ynakosok NelO (10x1) Ta Ne20
(10x2) y 6nicTepax B KOpobL|i 3 KapTOHYy Ta
BUKNALEHHA 3aTBepMKeHNX po3MipiB cepil i3
[10[aTKOBMM 3a3HAYEHHAM Y Kinorpamax Tay Tuc.
YNakoBOK B TEOPETUYHOMY PO3PaxyHKy, LLO €
BuMoramu ctaHgapty MO3 YkpaiHn 42-01-2003
HacTtaHoBa. Jlikapcbki 3ac06u. TEXHOOrYHWIA
npouec. JlokymeHTauis); 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHA HaliMeHyBaHHs
Ta/abo agpecyu MicusA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3aco0by, BKIYauu AinbHuLUI BUNycky cepii abo
MicLie NpOBEAEHHS KOHTPOTIO AKOCTI. (AISNbHICTb,
3a Ky BiAnosigae BUPO6HMK/iMnopTep,
BK/1HOUAKUM BUMYCK Cepiit) (3mMiHa
MiCLie3HaxXoMKeHHs BUPOOHMKa ToBapuCcTBO 3
06MeXeHoH0 BignosiganbHIiCcTo "dapmaleBTuyHa
KoMnaHis "340poB'a”, 6e3 3MiHWU Micus
BMPOGHMLTBA); 3MiHM | TUNY - 3MiHK LWoAo
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHK) (3amMiHa 3aTBepAKeHoro rpagivyHoro
0DOPM/NEHHS YNaKOBKM Ha MapKyBaHHSA Ha
ynakoBuj) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-X
MicALiB Nic/a 3aTBepAXEHHS)

peyernma

42,

ALETAN

Tabnetkun no 600
Mr in bulk Ne
1000, Ne 10000
y nakeTi
noslieTuneHoBOM
y

ToBapucTso 3
0bMexeHoto
BignoBigasbHi
CTHO
"®apmaueBTn
YHa KOMMaHis
"3p0pos'a”

YkpaiHa

ToBapucTBO 3 0OMEXEHOI0
BiANOBiAA/IbHICTIO
"papmaLeBTUYHa KOMNaHis
"3p0pos'a”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasis:
3miHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHUiA
3aci6. 3miHa po3mipy ynakoBKv roTOBOro
nikapcbKoro 3acoby (iHwWi 3MiHK) (BBeAEHHS
[o4aTKoBMX ynakoBok Y chopmi in bulk Ne 1000 Ta
in bulk Ne 10000 y nakeTi nonieTuaeHoBoMy y
KOHTEeWHepi N1acTMacoBOMY HOBUX BUPOGHWKIB
TOB «MacTtep-IMak», YkpaiHa Ta TOB «[Moni-Ipyn
ATI», YKpaiHa 3 BignosigHUMM 3MiHAMK Y p.
«YnakoBka» CynyTHs 3MiHa - 3MiHW 3 SKOCTi.
[oTOBMIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynoptoBaibHWIA 3aci6. 3miHa y

UA/15789/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

NepPBUHHIN yNakoBLi rOTOBOrO Jlikapcbkoro 3acoby
(Tvin KOHTelHepa abo foAaBaHHS HOBOrO
KOHTeliHepa) - TBepAj, M'siki Ta HeECTEPUSIbHI piaki
nikapcbki popmu. - 3miHn 3 sKoCTi. FoTOBMI
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWiA 3aci6. 3MiHa
nocTavasnibHviKa nakyBasibHVX MmaTtepianis abo
KOMMNEKTYUMX (AKLO 3a3Ha4€eHO B [OCHE)
(3amiHa abo gofaBaHHA NocTavasibHMKa) - 3MiHW 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roToBOro MikapcbKoro 3acoby (iHLi
3MiHW) - Y 3B’A3Ky 3 BBEAEHHAM Yynakosku in bulk
Ne 1000 Ta Ne 10000 y nakeTi nosieTueHoBOMY Y
KOHTelHepi N1acTMacoBOMYy HOCATLCS 3MiHU Y
TepMiH npugatHocTi (in bulk: 6 micAuiB); 3miHu |
TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHM Yy BUPO6GHMLTBI. 3MiHa po3mipy cepii
(BKHOYAKOUM Aliana3oH po3Mmipy cepil) roToBOro
nikapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
[04aTKOBUX PO3MIpiB CEpIll rOTOBOro NiKapCbKoro
3acoby ana giouunx uexis M3 ta Mo ana
ynakoBok in bulk Ne 1000 ta Ne 10000 y nakeTax
nonieTUNEHOBUX Ta BUKNAAEHHS 3aTBEPIKEHNX
PO3MipiB cepii i3 J0AATKOBUM 3a3HAUYEHHAM Y
Kinorpamax Tay TUC. yNakoBOK B TEOPETUHHOMY
pO3paxyHky, Lo € Bumoramu ctraHgapty MO3
Ykpainu 42-01-2003 HactaHoBa. Jlikapcbki
3ac0o6u. TEXHOOrYHMIA Npouec. [lokyMeHTauis.

43.

ALETAN

Tabnetkun no 200
mr Ne 10 (10x1),
Ne 20 (10x2) y
6nictepax y
Kopoo6Li

ToBapucTso 3
0bMexeHoto
BignoBigasbHi
CTHO
"®apmaueBTn
YHa KOMNaHis
"3p0pos'a”

Ykpaina

BCi CTagii BUpO6HMLTBA,
KOHTPO/b AKOCTi, BUMYCK cepii:
ToBapuCTBO 3 0OMEXEHOID

BiANOBIAA/LHICTIO

"hapmaleBTMYHA KOMMaHis

"380poB'a”, YkpaiHa;

BCi CTagii BUpO6HMLTBA,

KOHTPO/1b AKOCTI:

ToBapuCTBO 3 0OMEXEHOID
BignosiganbHicTio "®PAPMEKC

rPYM", Ykpaina

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis:
3miHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo
BBEJEHHS A04aTKOBOI AiNlbHUL BUPOOHWLTBA A1A
4yacTuHKM abo BCbOro BUPOOHNYOro npouecy
roTOBOrO NikapcbKoro 3acoby (iHLUi 3MiHK)
(3a3HaveHHs dyHKLi BUPOOHWMKIB, 6€3 3MiHN
camux pyHKLin TOBaprCTBO 3 0GMEXEHOID
BignoBigasbHICTIO "®apmMaleBTUYHa KOMMNaHis
"3popos'a”, YkpaiHa Ta ToBapucTBO 3 0OMEXEHO0
BignosigasnbHicTio "®APMEKC FPYN", YkpaiHa);
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BnacHvika peecTpauiiiHoro noceig4eHHs) (3miHa
afpecu 3asBHUKa TOBapMCTBO 3 0OMEXEHOHD
BiANOBIAA/TbHICTIO "dapMaLieBTUYHa KOMNaHis
"3popos'a"); 3miHu | TMNy - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHa po3mipy cepii (BkIYakumn giana3oH

6e3
peyenma

UA/12310/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

pO3Mmipy cepii) roTOBOro MikapcbKoro 3acoby (iHwwi
3MiHN) (BBEAEHHSA AOAATKOBUX PO3MIpIB cepiit
roTOBOrO NiKaPCbKOro 3acoby A1 Ailounx Lexis
N3 talN1® ana ynakook NelO (10x1) Ta Ne20
(10x2) y 6nictepax B KOPOO6Li 3 KApTOHY Ta
BUKaEeHHS 3aTBEPI)KEHNX PO3MIPIB cepii i3
[0[aTKOBMM 3a3Ha4YeHHAM Y Kinorpamax Tay Tuc.
yNakoBOK B TEOPETUYHOMY PO3PaxyHKy, LU0 €
BuMoramu ctaHgapty MO3 YkpaiHun 42-01-2003
HactaHoBa. Jlikapcbki 3ac06u. TEXHONOTYHWIA
npouec. JokymeHTauis); 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3acoby, BKIOYauK AinbHNULI BUNycky cepii abo
MicLie NpoBEeAEHHS KOHTPOJTH0 AKOCTI. (AIS/IbHICTb,
3a Ky BinoBifae BUPOGHMK/iMNopTep,
BK/IOH4AKOUM BUNYCK cepiit) (3MiHa
MiCLIe3HaxXOKeHHA BUPOOHMKa TOBapuCTBO 3
06MeXeHOoH0 BignoBiganbHICTIO "dapmaleBTuyHa
KoMnaHis "340poB'a”, 6e3 3MiHW Micus
BMPOGHMLTBA); 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edrekTMBHOCTI Ta thapmakoHariagy (iHwi
3MiHW) (3amiHa 3aTBepayKeHoro rpadpivyHoro
0hOPM/NEHHS YNaKOBKV Ha MapKyBaHHA Ha
ynakosLi) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-xX
MicsLiB MiCNsA 3aTBEPAYKEHHS)

ALETAN

Tabnetku no 200
Mr in bulk Ne
1000, Ne 10000
y nakeTi
nonieTuneHoBomM

y

ToBapucTso 3
06MexeHoto
BiANOBIAaA/bHI
CTHO
"®apmaueBTun
YHa KoMnaHis
"3p0pos'a”

YKpaiHa

BCi CTagii BUPO6HMLTBA,
KOHTPO/b SIKOCTI, BUMYCK Cepii:
ToBapucTBO 3 0OMEXEHOI0
BiANOBiAA/IbHICTIO
"papmaLeBTUYHa KOMNaHis
"3p0pos's", YkpaiHa,

BCi CTagii BUpO6HMLTBA,
KOHTPO/b AKOCTI:
ToBapucTBO 3 0OMEXEHOI0
BignoBiaanbHicTO "®APMEKC
reyn.,

YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBMIA NiKapCbKUii
3aci6. Cuctema KoHTeliHep/3aKkynopoBasbHWi
3aci6. 3MiHa po3mipy ynakoBKu roToBOro
nikapcbKoro 3acoby (iHwi 3MiHn) (BBEAEHHS
[04aTKOBUX ynakoBoK y chopmi in bulk Ne 1000 Ta
in bulk Ne 10000 y nakeTi nonieTuaeHoBOMy y
KOHTEWHepi N1acTMacoBOMY HOBUX BUPOOHNKIB
TOB «MacTtep-Mak», YkpaiHa Ta TOB «[Moni-Mpyn
ATI», YkpaiHa 3 BignoBigHUMM 3MiHAMK Y p.
«YnakoBka» CyrnyTHSl 3MiHa - 3MiHW 3 AKOCTI.
"oTOBUIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBanbHWii 3aci6. 3MiHa y
NepBUHHIN yNakoBL,i rTOTOBOTO JlikapCbKOro 3acoby
(Tvin koHTelHepa abo AoAaBaHHsA HOBOrO
KOHTeliHepa) - TBepAi, M'ski Ta HecTepusbHI pigki
nikapcbki popmu. - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBanbHWii 3aci6. 3MiHa
noctavasnibHUKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B JOCHE)

UA/15789/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
(3amiHa abo fofaBaHHS nocTavasnbHVKa) - 3MiHN 3
AKocTi. FoTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3miHa y TepmiHax npugaTtHocTi abo ymosax
36epiraHHs roTOBOro MikapcbKoro 3acoby (iHLwi
3MiHW) - Y 3B’3KY 3 BBEEHHAM YynakoBku in bulk
Ne 1000 Ta Ne 10000 y nakeTi NonieTUIEHOBOMY Y
KOHTElHepi N/1acTMacoBOMY HOCSATBCS 3MiHW Y
TepmiH npugatHocTi (in bulk: 6 micauis); 3miHu |
TUny - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acib.
3MiHM y BUPOGHMUTBI. 3MiHa po3mipy cepii
(BKKOYAKOUM diana3oH po3Mipy cepii) roToBoro
NikapcbKoro 3acoby (iHLUi 3MiHW) - BBEAEHHS
[04aTKOBUX PO3MIpIB CEPIl FOTOBOTO NiKapCbKOro
3acoby ana gitouunx uexis M3 tal1e ana
ynakoBok in bulk Ne 1000 ta Ne 10000 y nakeTtax
noNieTUNEHOBUX Ta BUKTAAEHHS 3aTBEPMAKEHNX
po3MipiB cepii i3 104ATKOBUM 3a3HAYEHHAM Y
Kinorpamax Ta y TUC. yNakoBOK B TEOPETUYHOMY
po3paxyHky, L0 € BUMoramu ctaHgapty MO3
Ykpainu 42-01-2003 HactaHoBa. Jlikapcbki
3aco6u. TexHonorivyHuiA npouec. [lokymeHTauis.
45, BEPOAYAN® po3uuH ans Bepinrep HimeuyunHa IcTityTO Aie Anxeni C.p.n. ITanis BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 3a UA/10751/01/01
iHransyii no 20 IHrenbxaim 3MiHuM | TUNY - 3MiHa YNOBHOBaXXEHOT 0co6M, peuyenmom
M1 abo no 40 mn IHTEepHeLwHN BiANOBIAA/IbHOI 3@ 34iiCHEHHA dhapmakoHarnagy;
y donakoHi 3 M6X KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asaBHuKa
KpanenbHULELo; ANA 3aiiCHEHHA chapmakoHarnsgy B YkpaiHi
no 1 dnakoHy B (BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
KapTOHHIi pO3MilLeHHi MacTep-ghaiina cuctemu
Kopobui hapmakoHarnsay
46. BEPOTEK® H aepo3o/ib Bepinrep HimeuunHa BepiHrep IHrenbxainm ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasis: 3a UA/3123/01/01
[o30BaHuii, 100 IHrenbxainm v6X i Ko. KI 3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw, peyenmom
MKr/no3y, no 10 IHTEepHELUHN BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
mn (200 pos) y M6X KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa
6asTIoHuMKyY 3 ANA 34jiiCHeHHsT hapMakoHarisay B YkpaiHi
[03y04nM (BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
KnanaHom; no 1 pO3MiLLeHHi MacTep-ghaiina cuctemu
GENEETAY dhapmakoHarnsgy
KapTOHHIl
Kopob6ui
47. BPUNbAHTOB pO34MH ons MAT Ykpaina MAT "®iTochapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/8012/01/01
WA 3ENEHNIA 30BHILUHLOIO "®iTodhapm" 3MiHM | TUNY - 3MiHa Yy MeTofax BUNpobyBaHHS peyenma
3acTOCyBaHHS, rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHN Y

cnupToBuin 1 %
no 10 mn a6o no
20 mny
dhnakoHax, no 20
MY hnakoHax-
KpanenbHUUAX

MeTogax BUNpobyBaHb (BK/IKOHa0UM 3aMiHy abo

[OMOBHEHHS)); CYNYTHA 3MiHa: 3MiHa napameTpis

crneundikauiii Ta/abo 4ONyCTMMUX MEX roTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHu)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
48. BYCKOMAH® TabneTku, BKPUTI Bepinrep HimeuyunHa Oenbdapm Peiimc ®paHuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/6378/01/01
LlYKpOBOIO IHrenbxaim 3MmiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NiKapPCbKNi peyenma
060/10HKOI0, NO IHTepHeLwHN 3aci6. CtabinbHICTb. 3MiHa y TepMiHax
10 wmr, no 20 M6X npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
Tabnetok y NiKapcbKoro 3acoby (3MEHLLEHHS TePMiHY
6nictepi; no 1 NpPUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby) - Ans
6nictepy B TOProBOi YNaKkoBKW (3MEHLLEHHS TEPMiHY
KapTOHHIl NpuAaTHOCTI 3anponoHOBaHO Ha NiACTaBi piLleHHs
Kopoo6ui

BMPO6HUKa 3 5-Tn A0 3-X pokiB) (TepMiH BBEAEHHS
3MiH NPOTAroM 3-X MIiCALIB MiC/1s 3aTBEPMAKEHHS);
3MmiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NiKapCbKUi
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[0MyCTUMMX MEX rOTOBOTO NiKapCcbKoro 3acoby
(BUNYYEHHA HE3HAYHOro NoKasHukKa (Hanpuknag
3aCTapifioro NokasHvKa, Takoro sk 3anax Ta cMak,
a6o igeHTUdiKaLia 6apBHUKIB Y4 CMaKOBUX
[06aB0K)) (BUNyYeHHA Noka3Huka "lgeHTudikais.
TecT Ha 6pomign” 3i cneumndikavii N3
(BU3HaYeHHA 6pomiaiB € HEOOXigHUM Ans
cy6cTaHuii y BignosigHocTi go po3sainy 3.2.1. ICH
Q6A i He BUMaraeTbCs A4/19 FOTOBOrO /1iKapCbKOro
3acoby y BignoBigHOCTI Ao po3ainy 3.2.2. ICH
Q6A) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X
MiCALIB MiCNA 3aTBEPAXEHHS); 3MiHM | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTogax BunpobyBaHHsA rOTOBOTO /1iKapCbKOro
3aco6y (He3HauyHa 3MiHa y 3aTBepXeHNX
MeTofax BUNPOo6yBaHHS) (3MiHN y MeTodax
BUMPOOYBaHHA y 3B'A3KY 3 BUYYEHHS NOKa3HUKa
"loeHTudikayis. Tect Ha 6pomian"” 3i cneundikauii
['N13. 3po61eHO AONOBHEHHS Y TecTi «[poayKTn
po3knafy», a came BHECEHO He3HauHi 3MiHW y
NPUroTyBaHHi CTaHAAPTHUX PO3UMHIB, PyXOMY
a3y, yTOYHEHO Ha3BY PO3UMHIB, SKi HAHOCATb Ha
NNacTHKY. TakoX [OMNOBHEHO OLHIOBAHHS
OTpyMaHuX pe3ynbTartie) (TepMiH BBEAEHHS 3MiH
NpoTAroM 3-x MicsILiB NiCNA 3aTBEPAYKEHHS);
3miHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNi
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikauin Ta/abo
[OMyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3mMiHK) (3MiIHEHO YacTOTy BUNPOOYBaHHSA
TecTiB: «laeHTudikauin 6apeHuka»,
«MikpobionoriyHa ynctoTa», «3a/IULWKOBI
PO3YMHUKU» HA YaCTOTY NEPeBipoK Ha 2-x cepisax
Ha piK. [Ina TecTiB «PO3YNMHEHHs» Ta




71

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
«OfHOPIAHICTE J030BaHVX OAMHNLB» YaCTOTy
BUNPOOYBaHHA 6yn0 BUTYYEHO, OCKINTbKM
BMNPO6YBaHHS MPOBOAATHL HA KOXHIlA cepil
npenaparty) (TepmiH BBEAEHHS 3MiH NPOTArom 3-x
MicsILiB Micns 3aTBepKEHHS); 3MiHW | Tvny -
3MiHK 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa po3Mipy ynakoBKv roTOBOro NikapcbKoro
3aco6y (3miHa KiNbKOCTi 0OgMHULL (Hanpuknag,
Tabn1eTok, amnys TOLO) B yNakoBLi:) - 3miHa y
[iana3oHi 3aTBepKeHNX PO3MIpiB yNakoBKu
(3MmiHa po3mipy ynakosku) (TepmiH BBEAEHHS 3MiH
NPOTAroM 3-X MiICSILB MIiCNA 3aTBEPAKEHHS);
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA NiKapCbKUi
3aci6. CucTtema KoHTeliHep/3akynoptoBasibHUI
3aci6. 3miHa po3mipy ynakoBkv roTOBOro
NikapcbKoro 3acoby (BUMyYEHHS YNakoBKu
NeBHOro Po3Mipy) (BUTyYEHHS YNaKkoBKW NEBHOIO
po3mipy: no 10 TabneTok y 6nictepi, no 1
6nictepy) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X
MicsLiB MiCNsA 3aTBEPAYKEHHS)
49. BYCKOIMAH® cynosuTopii no Bepinrep HimeuyunHa IcTityTO Aie Anxeni C.p.n. ITanis BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 6e3 UA/6378/03/01
10 mrno 6 IHrenbxaim 3MiHuM | TUNY - 3MiHa YNOBHOBaXXEHOT 0co6M, peyenma
CynosuTopiie y IHTEepHeLwHN BiANOBIAA/IbHOI 3@ 34iiCHEHHA dhapmakoHarnagy;
6nictepi; no 1 M6X KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asaBHuKa
6nictepy B [ONA 34iiCHEeHHsT hapMakoHarisay B YkpaiHi
KapTOHHIi (BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
Kopoo6Li pO3MilLeHHi MacTep-ghaiina cuctemu
dhapmakoHarnsgy
50. BYCKOMNAH® TabneTku, BKPUTI Bepinrep HimeuunHa [Jenbdapm Peiimc ®paHuis BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasis: 6e3 UA/6378/01/01
LIyKpOBOIO IHrenbxaim 3MiHK | TUMY - 3MiHa YNOBHOBaXKEHOT 0CO6MU, peyenma
060/10HKOH0, MO IHTEepHELUHN BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
10 mr no 10 6X KOHTaKTHOT 0CO6M 3 chapmakoHarnsay 3asiBHMKa
TabneTtok y ANA 34iNCHEHHA chapmakoHarnsagy B YkpaiHi
6nictepi; no 1 (BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
abo 2 6nictepu B pO3MiLLeHHi MacTep-ghaiina cuctemu
KapTOHHIi hapmakoHarnsgy
Kopobui
51. BYCKOMAH® pO34MH ons BepiHrep HimeyunHa BepiHrep IHrenbxaiim Ecnana, Icnanis BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/6378/02/01
iH'ekuin, 20 IHrenbxaim CA 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw, peyenmom
mr/mn no 1 mn B IHTepHeLwHN BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
amnyni; no 5 6X KOHTaKTHOT 0C06U 3 chapmakoHarnsgy 3asiBHMKa
amnyny ONA 34jiiCHeHHs dhapMakoHarisay B YkpaiHi
KapTOHHIl (BK/TIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y
Kopoobui po3MileHHI MacTep-haiina cuctemm
dhapmakoHarnsgy
52. BA30OCEPK Tabnetku no 24 NMPO®APMA ManbTa ABJI IBPAXIM Inay CaHai Be TypeyunHa BHECEHHS 3MiH [0 peecTpaujiitHux maTepiasis: 3a UA/3098/01/03
Ayo mr Ne30 (15x2) y IHTEpHELWHN TigkapeT A.LL. 3MiHu | TMNY - AOMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
6nictepax y TpeiguHr HalilMeHyBaHHs Ta/abo agpecy Micus
KapTOHHIl NimiTeq NpoBapKeHHSA Ai/IbHOCTI BUpOOHUKa/imnopTepa
Kopobui rOTOBOrO NiKapCbKOro 3acoby, BKIUaUn
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJO AKOCTI. (AisSNIbHICTb, 3a 5Ky BiAnosifae
BMPOGHMK/iMNOPTEp, BK/OYAKOUMN BUMYCK Cepild)
(3miHa agpecu BupobHuka 13, 6e3 3MiHn MicuA
BMPOGHMLITBA (NOAIN paiioHIiB i CTBOPEHHS HOBUX
kBapTanis) (TepMiH BBEAEHHS 3MiH NPOTAroMm 6 -
TV MiCcSILiB MicNsi 3aTBEPAKEHHST)
53. BA30OCEPK Tabnetku no 16 NMPO®APMA ManbTa ABJI IBPAXIM Inay CaHai Be TypeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/3098/01/02
DPOPT Mr Ne30 (15x2) y IHTEepHeLwHN TipxapeT A.LL. 3MiHn | TURY - AgMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
6nictepax y TpeiguHr HalilmeHyBaHHs Ta/abo agpecy Micus
KapTOHHIl NimiTeq NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
Kopobui rOTOBOrO NiKApCbKOro 3acoby, BKIUa4n
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO AKOCTI. (AisSNIbHICTb, 3a SKy BiAnosigae
BMPOGHMK/IMNOPTEpP, BK/KOYAKOYM BUMYCK Cepili)
(3miHa agpecu BupobHuka 13, 6e3 3MiHN MicuA
BMPOGHMLITBA (NOAIN paiioHIB i CTBOPEHHSA HOBUX
kBapTanis) (TepMiH BBEAEHHSA 3MiH NPOTArom 6 -
TV MicSILiB NicNsi 3aTBEPAKEHHS)
54. BIHNOLEETUH Tabnetkn no 5 ToBapucTBO 3 YkpaiHa BCi cTaAii BUpobHMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a UA/1272/02/01
mr, no 10 0bMexeHot KOHTPO/b AKOCTI, BUMYCK cepii: 3MmiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN peyenmom
TabneTok y BignoBigasbHi ToBapncTBO 3 0OMEXEHOI0 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
6nictepi, no 3 CTIo BiAnoBiganbHicTo "AocniaHuii iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
6nictepa B "focnigHnii 3aBog "MHLUJ/C", YkpaiHa; Ta KOHTPOJIt0 AAKOCTi FOTOBOTO J1iKapCbKOro 3acoby
Kopoo6Li 3aBof, BCi cTagii BUPOGHMLTBA, (3amiHa abo fofaBaHHS BUPOGHMKA, L0
"rHUAC" KOHTPO/b SKOCTi, BUMYCK Ccepii: BignoBifae 3a BBe3eHHA Ta/abo BMnyck cepir) -
ToBapucTBO 3 0OMEXEHOI0 Bkntoyaroun KoHTposb/BUNpobyBaHHS cepil
BignosigasbHIiCTIO "OAPMEKC (BHECEHHSA OYHKUIT - BUNYCK Cepil 40 BUKOHYBaHUX
rPYM", Ykpaina: hyHKLUil (BCi cTaaii BUPOGHMLTBA, KOHTPOb
BCi cTagii BMpobHMUTBa, AKOCTI) A4N151 BUPOOGHUKIB TOBApMCTBO 3
KOHTPO/b AKOCTi, BUMYCK Ccepii: obmexeHoto BignosigansHicTio "@APMEKC
ToBapuCcTBO 3 06MEXEHOID FPYM", YkpaiHa Ta TOBapuUCTBO 3 06MEXEHO
BiANOBIAA/LHICTIO BiANOBIA&/TbHICTIO "dPapMaLieBTYHa KOMNaHis
"papmaLeBTUYHa KOMNaHis "3p0poB'a” , YkpaiHa) (TepmiH BBe4eHHSA 3MiH
"3p0poB's", YkpaiHa nNpoTsArom 3-X MicsLiB Nicaa 3aTBEPAKEHHS)
55. BIPEAL TabneTkn, BKpUTI Fineag CWA nepBMHHA Ta BTOPUHHA Ipnangis/ BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/8274/01/01
NMiBKOBOIO CalieHcu3 IHK. ynakoBKa, KOHTPO/Ib Cepi, HimevunHa 3MiHK | TUNy - 3MiHa BUPOGHMKa peyenmom

060/10HKOH0, MO
300 mr Ne 30y
dhnakoHax

BUMycK cepili: Fineap,
CaiieHcus Alieneng HOC,
IpnaHgjs; BUpO6GHMLTBO,

nepBrHHA Ta BTOPUHHA
ynakoBka: Takega MM6X,
HimeuunHa; nepBuHHa Ta
BTOPMHHA ynakoBka: KataneHt
[hxepmati LWopHagopd MvbX,

BWXiHOro/MPOMXHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY npoueci AdI -
[ofaHHsA anbTepHaTUBHOIO BUPOGHMKa AdI
TeHodhoBipy Aunsonpokcuny ymaparty; 3mMiHu |
TUMY - BUSTYYEHHS BUPOOHUYOT AinbHuLi AdI
TeHodpoBipy An3onpokeuny ymapary




73

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
HimeuunHa; BTOpUHHA
ynakoBka: MinmayHT Xesnckea
Nta., lpnaHgis
56. BICMYTY rpaHyu MAT "dapmaxk” YkpaiHa MAT "®apmaxk” YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: - UA/6280/01/01
CYBUUTPAT (cybeTaHuin) y 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADL. KoHTposnb AdI.
KONOIgHWNIA nakerax 3MmiHa y napameTpax cneumdikaliii Ta/a6o
NnoABiHKX 3 OOMNYCTUMKX MEX, BUSHAYEHMX y crieumdikaLisx
nniBKM Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
nonieTnneHoBsol npoAyKT/pearexT, L0 BUKOPUCTOBYIOTLCS Y
ans npoueci Bupo6bHuuTBa A®I (iHWi 3MiHM)
BUPOGHMLTBA (MpviBeAeHHA nocunaHb B po3gini
HecTepuIbHUX «Mikpob6ionoriyHa unctota»); 3minu | Tuny -
NiKapCbKNX AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
dopm Ta/abo aapecu MicLa NPOBaMKEHHS AisNbHOCTI
BMPOGHMKA (BK/IHOYAOUM, 38 HEOOXIAHOCTI, MicLe
NpoBefileHHS KOHTPOJIO AKOCTI), ab0 BlacHuka
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHoro maTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULITBI
A®I (SKLLO 3a3HAYEHO Y OCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudiikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMY
nocbe, abo BUPOOHMKA HOBOI LONOMIXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [0CbE) (3MiHA
agpecy BUpoGHWKa); 3MiHM | Tumny - 3MiHM 3 AKOCTI.
A®I. Cuctema KoHTeliHep/3aKynopoBabHMiA
3aci6 (iHWi 3mMiHK) (3miHK B po3aini
«MapkKyBaHHs»: 3MiHeHO BAT «®apmak» Ha MAT
«®apmak»; BUNyHeHO MapKyBaHHA POCIiCbKOD
MOBOIO; BU/TYYEHO HAHECEHHS LUTPUXKOAY;
[0MOBHEHO (hpasoro WoA0 A0AATKOBUX HAMUCIB)
57. BITAMIH C 500 | Tta6netku ans TOB YkpaiHa TOB "Ctupon6iochapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 6e3 UA/5081/01/01
Mmr XXyBaHHA no 500 "Ctupon6iocha 3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
AMENMBbCUHOB | mMrNe 6, Ne 12y pm* HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
ni 6nictepax; Ne 12 (BnacHvika peecTpauiiHoro noceigyeHHs) (3miHa
(12x1), Ne60 agpecu 3asaBHUKA)
(12x5), Ne 120
(12x10) y
6nictepax y
nauu,i; Ne 30, Ne
50y
KOHTeliHepax
noniMepHmnx
58. BITA®EPOH® cynosuTopii TOB YkpaiHa TOB "HaykoBo-B/po6HMYa YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 6e3 900/13-
IHTEP®EPOH pEeKTa/IbHI 3 "KAMITAN- KoMnaHis “lHTepdapmbioTek” 3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenma 300200000
AlMb®A-2B aKTuBHicTIO 250 SAPM" HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
N ANHA 000 MO, 500 (BnacHvika peecTpauiiiHoro noceigyeHHs) (3miHa
PEKOMBIHAHT | 000 MO, 1 000 agpecy 3asBHMKa (MepeHaliMeHyBaHHS M.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
HUI 000 MO T1a 3 InniviBcbk Ha M. YopHomopcbk) (TepMiH BBEAEHHS
000 000 MOy 3MiH NPOTAroM 3-X MicAUIB NicNsa 3aTBEPKEHHS)
KOHTYpHil
YapyHKOBIl
ynakosLi Ne10
59. FABAHA Kancynu no 150 MAT Ykpaina MAT "Kviemegnpenapat” Ykpaina BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3a UA/14764/01/02
mr; no 10 kancyn | "KviBmegnpen 3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNi peyenmom
B 6nicTepi, no 2 apart" 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
6nictepn B nauLi npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
nNiKapcbKoro 3acoby (36inbLIEeHHs TepMiHy
NpUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby) - Ans
TOProBoi ynakoBky (NiATBEPMAXKYETLCA JaHUMM
peanbHOro vacy) (36inbLEeHHS TepMiHy
npugatHocti M3 3 1,5 o 2 poki) (TepmiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEpPIKEHHS)
60. FABAHA Kancynu no 75 MAT YkpaiHa MAT "KviBmegnpenapat” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3a UA/14764/01/01
mr; no 10 kancyn | "KuiBmegnpen 3MiHu | TMNy - 3MiHK 3 AKOCTI. [OTOBWUIA Nikapcbkui peyenmom
B 6nicTepi, no 2 apat" 3aci6. CtabinbHiCcTb. 3MiHa y TepMiHax
6nictepu B nauLi npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro
nNikapcbKoro 3acoby (36inbLIeHHs TepMiHy
npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoOi ynakoBku (NiATBEPMAXYETLCA AaHUMU
peanbHOro yacy) (36iNbLIEHHS TepMiHy
npugartHocti M3 3 1,5 go 2 poki) (TepmiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MicsALiB nicns
3aTBEPKEHHS)
61. FAPOACUN | cycneHsisa ans Mepk Wapn i Lseiiuapis Mepk Wapn i Joym B.B., Higepnangwn/ BHECEHHSA 3MiH O peecTpaLiiiHnx maTepianis: 3a UA/13451/01/01
GARDASIL® iH'ekuili no 0,5 [oywm lgea, IHK Higepnangu; Mepk Lapn i CWA 3MiHW Il TURY - 3MiHW [0 IHCTPYKUIT A/19 MeANYHOro peyenmom
BAKUWHA mn (1 gosa) y [oywm Kopn., CLLUA 3acTOCyBaHHSA y po3ainu: "IMyHO/OriYHi i
MPOTU BIPYCY | dhnakoHax Ne 1, 6ionoriyHi BnactneocTi”, "Oco6MBOCTi
NAMNIOMN Ne 10 a6o y 3acTocyBaHHs". BBeA€HHA 3MiH NPOTArom 3-x
N ANHN nonepegHsL0 MicsiLiB nicnsA 3aTBepA)KeHHs
(TniB 6, 11, HanoBHEHNX
16, 18) wnpuuax Ne 1,
KBAOPUBANE Ne 6 y KoMnnekTi
HTHA 3 1 ronkoto
PEKOMBIHAHT
HA
62. FACTPOUENIH | po3uvH ans BepiHrep HimeyunHa BepiHrep IHrenbxaiim EcnaHa, IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/0581/02/01
® iH'eKuilA, 10 mr/2 IHrenbxaiim 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0CcobM, peyenmom
M/1 10 2 M1 B IHTepHeLwH BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnsgy;
amnyni; no 5 veX KOHTaKTHOT 0Co6M 3 hapmakoHarnsay 3asBHUKa
amnyny ANA 3aiicHeHHA chapmakoHarnsgy B YkpaiHi
KapTOHHIi (BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
Kopoobui pO3MiLLeHHi MacTep-ghaiina cuctemu
dpapmakoHarnsay
63. FTACTPOUENIH | Tabnetku no 25 BepiHrep HimeyunHa BepiHrep IHrenbxanm Ennac peuist BHECEHHS 3MiH A0 peecTpauiiHux maTepiaiB: 3a UA/0581/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
® mr no 10 IHrenbxainm AE. 3MiHM | TURY - 3MiHa YNOBHOBaXXEHOT 0cobw, peyenmom
Tabnetok y IHTEepHeLHN BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
6nictepi; no 2 M6X KOHTaKTHOI 0co6u 3 thapmakoHarnsagy 3asasHUKa
abo 5 6nicTepis ANA 34jiiCHeHHs dhapMakoHarisaay B YkpaiHi
Y KapTOHHil (BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
Kopoo6ui po3MilLieHHi MacTep-chaiina cuctemm
dhapmakoHarnsgy
64. FrENAAND® NOpPOLLOK A5 TOB YkpaiHa BUPOGHMLTBO, NaKyBaHHS, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3a UA/5324/01/01
pPO3UMHYy AN "BAJNTAPTIH KOHTPO/b AkocTi: TOB 3minu |l Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTBO. peyenmom
iH'eKLi no DAPMA" "®APMEKC I'PYT", YkpaiHa; 3MiHa BUPOGHWMKa BUXigHOTrO/MPOMIXKHOIO
942,05 mr y Bunyck cepii: TOB «BAJIAPTIH npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
chnakoHi Ne 1, Ne ®APMA», Ykpaina BMPOGHMYOMY npotieci AD|, abo 3miHa BUPOOHUKa
5 Nel10y (BKtovatoun, fe HeobXxigHoO, MicLe NpoBeAEeHHS
KapTOHHIl KOHTpOst0 sikocTi) ADI (3a BigCyTHOCTI
ynakoBLi cepTucpikaTa BiANOBIAHOCTI EBPONENChKil
thapmakonei y 3aTBepXeHOMY [10CbE) (BBEAEHHS
HOBOro BMpPOo6HUKa A®| 3 HagaHHSAM MacTep-
thaiina Ha A®l) - BBEAEHHA AOAATKOBOTO
BMpOo6HUKa APl afeHO3UNHY: 3aTBEPAKEHO:
Xinxiang Pharmaceutical Co., Ltd, KuTaij;
3anponoHoBaHo: Xinxiang Pharmaceutical Co.,
Ltd, Kutaii Zhejiang Hisun Pharmaceutical Co.,
Ltd., Kutaii
65. FrENAAND® Kancynu no 10 TOB Ykpaina TOB "BAJTAPTIH ®APMA" YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/5324/02/01
Kancyny "BAJTIAPTIH 3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHS peyenmom
6nictepax; no 10 DPAPMA" rOTOBOrO JIiKApCbKOro 3acoby 3a NOKa3HUKOM
Kancyny «lgeHTudpikauis. TutaHy giokcngy, "KinbkicHe
6nictepi; no 3, 5 BMU3Ha4YeHHs. Kucnota opotosa", "KinbkicHe
abo 10 6nicTepis BM3HaYeHHs. KapHiTuH", "KinbkicHe BU3HaYeHHS.
y nauu,i LliaHoko6anamiH", "KinbKicHe BU3HAYEHHS.
AJeHiny rigpoxnopua, NipuaoKCcuHy rigpoxnopua,
pubodnasin"
66. FENALE®D NOPOLLOK A5 MAT YkpaiHa MAT "KniBmegnpenapat” YkpaiHa BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/10752/01/01
KOMBI pPO34mnHYy Ansa "Kuismegnpen 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0 peyenmom
iH'eKLili Mo apart" y3araJibHeHUX AaHux Npo cuctemy
1,0/10ry hapMakoHarnsgy (BkIHYatoum KOHTaKTHI AaHi)
chnakoHax Ne 1, Ta/abo 3MiHM y po3MilLleHHI MacTep-aiina
Ne 10 (10x1) y cuctemu chapmakoHarnagy
KOHTYpHil
YapyHKoBIli
ynakoBLi
67. FIBANEKC cnpeit ans MacTtep Bbtoti | CnonyyeHe HopxwuH ®apma ®paHuis BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 6e3 UA/2722/01/01
poTtoBoi EHp Xenckeap | KoponiBcTBo 3MiHU | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peyenma
NOPOXHWHK, MO nnn Benukoi npvBeLEeHHA y BiANOBIAHICTb A0 MoHorpadii AdY
50 mny BpuTaHii Ta abo €sponeiicbkoi hapmakonei, abo iHLOoi
dhnakoHi; no 1 MiBHiYHOT HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
h1akoHy pasom IpnaHgi cneumdikauisix, nos'asaHa 3i 3miHamu B idY, abo

3

€Bponeiicbkii dpapmakonei, abo iHLWil
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
nynbBEpPU3aTopo HaLjioHasbHIli chapmakonei gepxasm €C) —
M Y KapTOHHiIl npuBeAeHHA crneundikaLii Ha LO0NOMKHY
Kopoo6ui peyvoBUHY caxapuHy HaTpito Y BiANOBIAHICTb A0
MoHorpadii
68. FIBANEKC pO34nH ons MacTtep BbloTi CnonyyeHe HopxwvH ®apma PpaHuin BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/2722/02/01
poTtoBoi Enp Xenckeap | KoponisctBo 3MiHW | TURy - 3MiHK, NOB'A3aHI 3 HEOBXiAHICTIO peyenma
NMOPOXHWHM MO nnn Benukoi npuBeAeHHS Yy BiANOBIAHICTb A0 MoHorpadii Y
125 mny BputaHii Ta abo €sponeiicbkoi hapmakonei, abo iHLOoi
chnakoHi; no 1 MiBHiuHOT HaLujioHanbHOT thapmakonei aepxasu €C (3miHa 'y
hn1akoHy pasom IpnaHgii cneumdikauisix, noB'A3aHa 3i 3MiHamu B 4dY, abo
3 MipHUM €Bponeiicbkili hapmakonei, abo iHLwil
CTakaH4MKoM y HaLjioHasnbHIl thapmakonei gepxasn €C) —
KapTOHHIi npuBeLeHHs cneundikauii Ha JONOMiIXHY
ynakoBLi peyoBMHY caxapuHy HaTpilo Y BigNOBIAHICTL 40
MoHorpadii
69. riAPOKOPTU3 Masb 04Ha, 5 TOB Ykpaina dapmsasog Enbha A.T. MonbLia BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/4619/01/01
OH mr/rno 3ry Tybi "BANIEAHT 3MiHU | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peuenmom
Ne 1 B kapToHHili | PAPMACBIOT npvBeAeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
KopooLi IKAN3" abo €sponeiicbkoi hapmakonei, abo iHLOoi
HauioHanbHOI hapmakonei gepxasu €C —
npuseaeHHs cneyndikauii A®I rigpokopTU3oHy
auertaTy y BiANOBIAHICTb [0 BUMOT MOHOrpadii
«Hydrocortisone Acetate» EP
70. FNITEVK niocpinizat ans MAT YkpaiHa MAT "KniBmegnpenapat” YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/12177/01/01
pPO34mnHYy Ansa "Kuismegnpen 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0 peyenmom
iH'eKuili mo 400 apart" y3araJibHeHUX AaHux Npo cuctemy
Mr y chriakoHax hapMakoHarnsgy (BkIHYatoum KOHTaKTHI AaHi)
Ne 1 y KoMnnekTi Ta/abo 3MiHM y po3MilLleHHI MacTep-aiina
3 PO3UYNHHUKOM cucTeMun dpapmakoHarnsagy
no 3,2 mn s
amnynax Ne 1y
KOHTYPHUX
YapyHKOBUX
ynakoBkax Ne 1y
navui
71. FMIOPEHOPM® | Tabnetku no 30 Bepinrep HimeuyunHa Bepinrep IHrenbxaiim Ennac Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/0331/01/01
mr no 10 IHrenbxaim 3MiHuM | TUNY - 3MiHa YNOBHOB&XeHOT 0cobM, peyenmom
TabneTok y IHTepHeLHN BiiNOBIAaNbHOI 3a 3[iiCHEHHS hapmakoHarnsay;
6nictepi; no 6 M6X KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHMKa
6nictepiB y ONA 34iiCHEeHHs hapMakoHarisay B YkpaiHi
KapTOHHii (BK/TIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
Kopoo6ui pO3MiLLeHHI MacTep-ghaiina cuctemu
dhapmakoHarnsgy
72. FOHAN-®® NMOPOLLOK A/1A Apec TpeligiHr | Lseiiuapis Mepk CepoHo C.A., BiggineHHs LLsenuapis/ BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasiis: 3a UA/4113/01/03
pO34unHy Ans C.A. y M. O60HH, LLBeliuapis; Mepk ITanis 3MiHM | TRy - 3MiHa po3Mipy cepii (Bkovaum peyenmom

iH'ekyii no 75
MO (5,5 mkr): Ne
1: 1 chnakoH 3

CepoHo C.n.A., ITania

[iana3oH po3mipy cepii) roToBOro /ikapcbKoro
3acoby (macluTtab s nikapcbKoro 3acoby
6i0N10ri4HOro/iMyHO/IONYHOr0 NOXOMKEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

MOPOLLKOM Y
KOMM/IEKTi 3
PO3UYNHHUKOM
(Boga ans
iH'ekuili) no 1 mn
y nonepesHbL0
3anoBHeHOMY
wnpuyi, 1
rosikoto Ans
po3umMHeHHA Ta 1
rofikoto Ans
BBEEHHS y
KOHTYPHIl
YapyHKOBIli
ynakoBLji y
KapTOHHIi
Kopo6ui; Ne 10: 5
hnakoHIB 3
MOPOLLKOM Y
KOMM/IEKTi 3
PO3UYNHHUKOM
(Boga ans
iH'ekuili) no 1 mn
y 5 nonepegHbL0
3anoBHEHNX
wnpuyax, 5
ronkamu gns
PO3UMHEHHA Ta 5
ronkamu gns
BBEEHHS y
KOHTYPHIl
YapyHKOBIli
ynakosLi, no 2
KOHTYPHiI
YapyHKOBI
yNaKkoBK1 B
KapTOHHIi
KopooLi

36iNbLUNBCS/3MEeHWMBCA 63 3MiHW BUPOOHUYOro
npouecy (Hanpvknag Ay6aBaHHs MiHii) -
BBE/lEHHS 404aTKOBOI BaslifoBaHoi MiHii (Line 6)
(acenTnyHWii po3/IMB) 3 AOAABAHHAM IHLLOMO
po3Mipy cepii nikapcbKoro 3acoby; CynyTHSA 3MiHa:
3miHa dhopmu abo Po3Mipy KOHTelHepa umn
3aKyrnoproBasibHOro 3acoby (MepBMHHOI YNakoBKW)
(cTepunbHi nikapceki 3ac06K) - BBEAEHHS A5
BMKOPVCTaHHSA Ha HOBIli BUPOOHWUIli NiHii 6 HOBOT
KombiHauii chnakoHa DIN2R i3 npo6koto ans
niocpinizoBaHNX NPoAyKTiB

73.

rPUNEKC
XOTAKTUB
MAKC

NOPOLUOK ANs
OpaJ/IbHOIO
pO34mnHy, no5r
NMOPOLLKY Y
cawe; no 5 cawe
abo no 8 cawe B
KapTOHHIM nayui

KOHina6, /N

CLUA

BignoBiganbHWi1 3a

BMPOGHUK, BigNOBigabHWIA 3a
BMPOOHMLTBO 3a NOBHUM
uukniom: TOB KOC dapmadis,
MonbLa; BUpO6OHUK,

BMPOBHWLTBO, NaKyBaHHSA
(nepBrHHE Ta BTOPUHHE),
KOHTPO/Tb Ta BUNYCK NPOAYKTY
in bulk, koHTpOb cepii
rOTOBOrO JliKapCbKOro 3acoby:

Monbwa/
Benuka
BpuTaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHM | TUNY - BBEAEHHS abo 3MiHV A0
y3arasibHeHUX JaHux Npo cucTemy
hapmakoHarnsay (BkIHYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-daiina
cuctemmn chapmakoHarnagy

6e3
peyenma

UA/6285/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
BpadToH JlabopaTtopis
NimiTen, Benuka bputaHis
74. FYTTANAKC® Kpanni, 7,5 Bepinrep HimeuunHa IcTityTO Aie Anxeni C.p.n. ITanis BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 6e3 UA/0832/01/01
NIKOCYNb®AT | wmr/mnno 15 mn IHrenbxainm 3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw, peyenma
a6o 30 mny IHTEepHELIHN BiANOBIAA/IbHOI 3a 34iicCHEHHSA hapmakoHarnsgy;
chnakoHi; no 1 M6X KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asaBHuKa
hnakoHy y ONA 34jiiCHeHHs dhapMakoHarisay B YkpaiHi
KapTOHHIl (BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
Kopoo6ui pO3MiLLeHHI MacTep-ghaiina cuctemu
dhapmakoHarnsgy
75. OEHIrMA® TabneTkn, BKpUTI KYCYM IHais KYCYM XENTXKEP NBT NTA4 IHais BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasnis: - UA/15791/01/01
060/10HKOI0, M0 5 XENTXKEP 3MmiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
Mr in bulk Ne MNBT NTA 3aci6. Cuctema KoHTeliHep/3aKynopoBabHiA
14x200: no 14 3aci6. 3miHa po3mipy ynakoBK/ roTOBOro
TabneToky nikapcbkoro 3acoby (iHWi 3MiHK) (BBeAEHHS
6nictepi; no 200 nofaTkoBol ynakoBku in bulk Ne 14x200: no 14
6nictepiB y Tabnetok y 6nictepi; no 200 6nicTepiB y
KapTOHHIi KapTOHHI/ Kopoo6Lii 3 BiANOBIAHUMY 3MiHAMWK Y p.
KopooLi «YnakoBka». MepBUHHWI NakyBabHWIA MaTepian
He 3MiHUBCSA)
76. AEHIrMA® TabneTkn, BKpUTI KYCYM IHais KYCYM XENTXKEP NBT NTA IHais BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: - UA/15791/01/02
060/10HKOI0, NO XENTXKEP 3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapPCbKNi
10 wr in bulk Ne NBT NTA, 3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUI
14x200: no 14 3aci6. 3miHa po3mipy ynakoBKM rOTOBOro
TabneTok y nikapcbKoro 3acoby (iHwWi 3MiHK) (BBeAEHHS
6nictepi; no 200 popartkosoi ynakosku in bulk Ne 14x200: no 14
6nictepiB y TabneTok y 6nictepi; no 200 6nicTepiB y
KapTOHHIl KapTOHHIA KOpoO6Lii 3 BiANOBIAHUMY 3MiHAMWK Y p.
Kopoo6ULi «YnakoBka». MepBUHHWUIA NakyBanbHWA MaTepian
He 3MiHuBCS)
77. OENAKIH® 400 | niochinizat ans TOB "CaHoi- Ykpaina BMPOGHUK, BiANOBifabHWIA 3a ITania/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/10138/01/01
Mr pO3UMHYy ANns ABeHTiC BUMYCK cepili: YropLumHa 3MiHn | TUNY - AgMIHICTPATVBHI 3MiHW. 3MiHa peyenmom
iH'ekyin no 400 Ykpaina" CAHO®I C.M.A., ITanis; HalilMeHyBaHHs Ta/abo agpecu Micus
Mr Y thriakoHax BUPOBHUK PO3YMHHUKA: NpoBapKeHHSA Ai/IbHOCTI BUpOOHUKa/imnopTepa
Ne 4 y KOMMAEKTi XIHOIH, 3aBog, rOTOBOrO NIKAPCLKOro 3aco6y, BKKUAUY
3 PO3YMHHUKOM dapmaueBTUYHNX Ta XiMiYHKX AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
no 4 mns MpogykTis MpaiisiT Ko. N174., KOHTPOJO AKOCTI. (AisSNIbHICTb, 3a 5Ky BiAnosifae
amnynax Ne 4 YroplmHa BMPOGHMK/iMNOPTEp, BK/OYAKOUMN BUMYCK Cepild)
(3MiHa Ha3BU Ta NpuBeAEHHS agpecy BUPOGHKKa Y
BiANOBIAHICTb 40 OPUriHANIBHUX
[OKYMeHTIB(NiLeHsii Ha BUPOOHULTBO), 6€3 3MiHK
Micus BUPO6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB Nic/A 3aTBePAXEHHS)
78. AEPMABIH Masb no 1518 TOB "®3 Ykpaina MpAT "BIOPAPMA", YkpaiHa, Ykpaina BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasiis: 3a UA/14273/01/01
Ty6i; no 1 Ty6i y "BIO®APMA" TOB "3 "BIODAPMA", 3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHS peyenmom

nauti 3 KapToHy

YKpaiHa

roTOBOrO NiKapCbKOro 3acoby (BK/IoHaUM 3aMiHy
a60 AONOBHEHHS) - 3MiHW [0 METOAMKM T.
"MikpobiosioriyHa yncroTa", y 3B A3ky 3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
npveegeHHsaM Ao sumor Ay
79. MDKEHTALYET TabneTkn, BKpUTI BepiHrep HimeyunHa BepiHrep IHrenbxaiim ®apma HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiis: 3a UA/14275/01/01
o® NAiBKOBOO IHrenbxainm v6X i Ko. KI 3MiHM | TUny - 3MiHa YNOBHOBaXKEHOT 0CcobM, peyenmom
o60soHKolo, 2,5 IHTepHeLwwH BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
Mr/1000 mr no v6X KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asiBHuUKa
10 TabneTtoKy ANA 34jiiCHeHHs dhapmakoHarisay B YkpaiHi
6nictepi; no 3 (BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
abo no 6 pO3MiLLeHHI MacTep-ghaiina cuctemu
6nictepis B hapmakoHarnsgy
KapTOHHIi
Kopobui
80. MWKEHTAAYET TabneTkun, BKPUTI Bepinrep HimeuunHa BepiHrep IHrenbxainm ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/14274/01/01
o® NNiBKOBOIO IHrenbxainm v6X i Ko. KI 3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw, peyenmom
060/10HKOM, 2,5 IHTEepHELUHN BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
mr/850 mr no 10 M6X KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa
TabneTtok y ANA 34iCHEHHA chapmakoHarnsagy B YkpaiHi
6nictepi; no 3 (BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
abo no 6 pO3MiLLeHHi MacTep-ghaiina cuctemu
6nictepis B hapmakoHarnsgy
KapTOHHIl
Kopoobui
81. OWNNTIA3EM Tabnetku no 60 MAT Ykpaina MAT "Ny6Hucpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/6554/01/01
Mr Ne10O (10x1), "Ny6Hubapm" 3MiHu | TURNY - AgMIHICTPATVBHI 3MiHW. 3MiHa peyenmom
Ne30 (10x3) y HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
6nicTepax (BnacHvika peecTpauiiiHoro nocBigYeHHs) (3miHa
aapecy 3aaBHuKa) (TepMiH BBEAEHHSA 3MiH
NPOTSArom 6 -TW MICALIB NIiC/1A 3aTBEPAKEHHS);
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUpOBGHUMKa/imnopTepa
roTOBOrO NiKapCcbKoro 3acoby, BKkIYaun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPO/IO SIKOCTI. (Zis/IbHICTb, 3a 5Ky Bignosigae
BMPOGHUWK/iMNOpTEpP, BK/OYAKUM BUMYCK cepili)
(3miHa agpecu BUPOGHYMKa, 6€3 3MiHK MicLA
BMPO6HMLTBA.(NepeliMeHyBaHHs BY/I.
MeTpoBcbKoro Ha By/1. bapeiHkoBa) (TepMiH
BBEEHHSA 3MiH NPOTAroM 6-Tv MicAuiB nicns
3aTBEPAKEHHS)
82. AOINAKCA® Kancynu no 100 KPKA, a.4., CnoseHis NOBHUIA LMK BUPOGHMLTBA; CnoseHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/14780/01/01
Mr no 10 kancyn HoBso mecTo KOHTponb cepii: KPKA, o.4., 3MiHK | TUNY - NOA4AHHS OHOBIEHOTO cepTudikaTa peyenmom
y 6nicTepi; no 1, Hoso mecTo RO-CEP 2012-388-Rev 01 Big, BXe
2abo 3 3aTBEPAKEHOr0 BUPOOHMKA, 3 NOCNIA0BHO
6nictepu B 3MiHOI0: 3MiHa afpecy BUPOGHMYOT AinibHULL 6e3
KapTOHHIi 3MiHW MiCLi BAPOOHMLITBA; BBEAEHHS [0AATKOBOI
Kopobui AinbHUUi Ana BupobHuuTea Ad|
83. AINAKCA® Kancynu no 200 KPKA, 4.4., CnoBeHis NOBHWIA LMK BUPOBHMLTBA,; CnoBeHis BHECEHHS 3MiH [0 peecTpaliitHux maTepiasis: 3a UA/14780/01/02
Mr no 10 kancyn HoBo mecTto KOHTponb cepii: KPKA, a.4., 3MiHK | TMNY - NOAAHHS OHOBIEHOTO cepTudlikaTa peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
y 6nicTepi; no 1, Hoso mecTo RO-CEP 2012-388-Rev 01 Big, BXe
2abo 3 3aTBEPAKEHOr0 BUPOBHMKA, 3 NOCNIA0BHO
6nictepu B 3MiHOI0: 3MiHa afpecy BUPOGHMYOT AinibHULL 6e3
KapTOHHIi 3MiHW MiCLi BAPOOHMLITBA; BBEAEHHS [0AATKOBOI
Kopobui AinbHUUi Ana BupobHuuTea Ad|
84. AIPOPC 160 TabneTkun, BKPUTI TOB "dapma Ykpaina TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3a UA/12365/01/01
NAiBKOBOO Crapt” 3MiHM | TUNY - nogaHHa HoBoro CEP ans Adl peyenmom
060/10HKOI0, 5 BasicapTaHy Bif, 3aTBEP)KEHOIO BUPOOHMKA; 3MiHU
mr/160 mr no 10 | TMNYy - 3mMiHa y napameTpax cneungikauii Ta/abo
TabneTtok y [OMNYCTUMKX MEX, BUSHAYEHMX y crieumdikaLisx
6nictepi; no 1 Ha A®I, a6o BMXigHWIA/NPOMIKHWIA
abo 3 6nictepn y npoayKT/pearexT, L0 BUKOPUCTOBYIOTLCS Y
nauLi 3 KapToHy npoueci BUpo6HuuTBa A®| - ONOBHEHHS
cneumdikauii BXigHOro koHTposito A®I BasicapTaHy
85. AIPOPC 80 TabneTkun, BKPUTI TOB "dapma Ykpaina TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/12365/01/02
NNiBKOBOIO Crapt” 3MiHu | TUNy - nogaHHA Hosoro CEP Ne R1-CEP peyenmom
060/10HKOI0, 5 2010-072-Rev 00 ana A®l BanicapTaHy Bif
mr/80 mr no 10 3aTBEPAKEHOr0 BUPOOBHYMKA; 3MiHW | TUMy - 3MiHa Y
TabneTok y napameTpax cneuudikauii Ta/abo gonycTummx
6nictepi; no 1 MeX, BU3HaueHux y cneumdikayisx Ha Ad®l, abo
abo 3 6nictepn y BVXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
nauLi 3 KapToHy BMKOPVCTOBYIOTbCS Y Npoueci BUpobHuuTea A®Il —
[O0NOBHEHHS cnevmdikayii BXIAHOTO KOHTPOsI0
A®| BanicaptaHy
86. AIPOPC XL TabneTku, BKPUTI TOB "dapma Ykpaina TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/12365/01/03
nNiBKOBOO Crapt” 3MiHM | TUNY - nogaHHa Hosoro CEP Ne R1-CEP peyenmom
060/10HKOH0, 10 2010-072-Rev 00 ana A®l BasicapTaHy Big
Mr/160 mr no 10 3aTBEePKEHOro BUPOBHUKA; 3MiHM | TNy - 3MiHa Y
TabneTok y napameTpax crneumdikaLiin Ta/abo fonycTummx
6nictepi; no 1 MeX, BU3HauYeHunx y cneymdikayisx Ha Ad®l, abo
abo 3 6nictepn y BVXiHWA/NPOMIDKHWIA NpoAYyKT/pearexT, Wwo
nayuj 3 KapToHy BMKOPUCTOBYIOTbCSA Y npoueci BupobHuLtea APl —
[ONOBHEHHS cnevmdikayii BXiAHOTO KOHTPO/THO
A®I| BasicapTaHy
87. AOKCOPYBIUW | niodpinizat gns NAT Ykpaina MAT "Kuismegnpenapar" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/0403/01/01
H pO3UnHy Ansa "Kuismegnpen 3MiHM | TUNY - BBEAEHHS abo 3MiHV A0 peyenmom
iH'ekyii no 10 mr apar” y3arasibHeHUX gaHux npo cuctemy
y dhnakoHax thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-daiina
cucTeMun dpapmakoHarisay
88. AODPAMIH- KOHLeHTpaT Ans MpAT Ykpaina MpAT "®dapmavneBTnuHa ipma YkpaiHa BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3a UA/2996/01/01
AAPHNLA pO3UmnHy Ansa "®apmaueBTn "AapHuug"” 3MiHM | TURY - 3MiHa HaliMeHyBaHHS BUPOGHMKa peyenmom
iHcpy3iiA, 5 Mr/mn YyHa thipma Lito40i pevyoBuHU. BBeAEeHHS 3MiH NPOTAroM 3-x
no5wmns "fapHnus” MicSILLB NiCNS 3aTBEPAXKEHHS.
amnyni; no 10
avnyn B
Kopobui; no 5

amnyn y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

KOHTYPHIl
YapyHKOBIli
ynakosLi; no 2
KOHTYPHiI
YapyHKOBI
yNaKkoBKN B
nauui

89.

LODAMIH-
JAPHULA

KOHLeHTpaT Ana
pO3UnHy AnA
iHcpysii, 40
mr/mMn no 5 mn B
amnyni; no 10
amnyn B
Kopobui; no 5
amnyny
KOHTYPHiIl
YapyHKOBIli
ynakosLi; no 2
KOHTYPHi
YapyHKOBI
yNaKkoBKn B
nauui

MpAT
"®papmaueBTu
yHa chipma
"fNapHuus”

YKpaiHa

MpAT "®apmaueBTuyHa thipma
"fapHnus”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis:
3MiHM | TUNY - 3MiHa HaliMeHyBaHHS BUPOOHMKa
Aito40i pevoBuHN. BBeAeHHS 3MiH NpoTArom 3-x

MiCALB NiCNA 3aTBEPLAKEHHS.

3a
peyenmom

UA/2996/01/02

90.

JNOLETAKCEN
"EBEBE"

KOHLeHTpaT Ans
pO3unHy AnA
iHcpysii, 10
Mr/mn no 2 mn
(20 mr) a6o 8 mn
(80 wmr), abo 16
M (160 mr) y
donakoHax Ne 1

EBEBE
Papma
Fec.m.6.X.
Hdpr. KI

ABCTpist

EBEBE ®apma Nec.m.6.X.
Hdpr. KI

ABCTpist

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHK | TUNY - 3MiHM BUNpObyBaHbL abo
[0MyCTUMUX MEX, BCTAHOB/IEHUX Y
cneumaikalisx, nig yac BUPoO6HMLTBA rOTOBOrO
NiKapCcbKoro 3acoby — 3MEHLLUEHHS Yacy
cTepunisauii o6nagHaHHs 3 30 fo 20 XBUIUH

3a
peyenmom

UA/11091/01/01

91.

AYBA KOPA

Kopa no 50 r,
100 r y naykax 3
BHYTPILLHIM
nakeTom

NAT
"Ny6Hubapm"

YKpaiHa

MAT "Ny6Hucbapm”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TURNY - AgMIHICTPATVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKA
(BnacHvika peecTpauiiiHoro nocBigYeHHs) (3miHa
aapecy 3aaBHuKa) (TepMiH BBEAEHHSA 3MiH
NPOTSArom 6 -TW MICALIB NIiC/IA 3aTBEPAKEHHS);
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUpOBGHUMKa/imnopTepa
roTOBOrO NiKapCcbKoro 3acoby, BKkIYaun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPO/TIO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAMNOBIAAE
BMPOGHUWK/iMNOpTEpP, BK/OYAKUM BUMYCK cepili)
(3miHa agpecu BUPOGHYMKa, 6€3 3MiHK MicLA
BMPO6HMLTBA.(NepeliMeHyBaHHs BY/I.
MeTpoBcbKoro Ha By/1. bapeiHkoBa) (TepMiH
BBE/EHHSA 3MiH MPOTAroM 6-Tv MicsAiB nicns
3aTBEPAKEHHS)

6e3
peyenma

UA/8278/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
92. AYOBIT® KOMbi-ynakoBka: KPKA, a.4a., CnoBeHis BMPO6HULTBO "in bulk", CnoBeHisi BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/4077/01/01
Ne 40 (10x4), Ne HoBo mecTo nepBuUHHE NakyBaHHS, 3MiHM | TUMy - 3MiHa y NEPBUHHI ynakoBLi peyenma
60 (10x6), Ne 80 BTOPUHHE nakyBaHHA: KPKA, roTOBOrO MiKapCbKOro 3acoby - 3mMiHa SKiCHOro Ta
(10x8) A.4., Hoeo mecto, CroBeHis; KifIbKICHOTO Ckagy MepBYHHOI YNaKoBKU
(Tabnetku, KOHTPO/Ib Ta BUMYCK Cepili:
BKpUTI KPKA, a.4., HoBo mecTo,
060/10HKOI0, CnoseHis
4epBOHOro
Kosbopy Ne 5 +
TabneTku, BKpUTI
060/10HKOI0,
61aKNTHOTO
Konbopy Ne 5) y
6nictepax Ne 4,
No 6, No 8
93. E3OMENPA30 | nioginizat gns M. BioTtek 114 Benuka Hanpog, Naiic CaeHcec INBT. IHgjisa BHECEHHS 3M iH A0 peecTpaviiiHuX MmaTepiaslis: 3a UA/12116/01/01
n pPO34MHY ANs BpuTaHis nra. 3MiHu | TNy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI peuyenmom
iH'ekuin no 40 mr Ta thapmakoHarnsgy. 3miHu y KOpoTKili
y donakoHax Ne 1 XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCYBaHHSA reHepPUYHNX/TIBPMAHNX/6I0NOAIGHNX
nNikapcbKyx 3aco6iB Nicns BHECEHHs Tiei camol
3MiHW Ha pethepeHTHWI npenapart (3MiHa He
notpebye HagaHHSA XXOAHNX HOBUX A0AATKOBUX
AaHnx) (3MiHM Ao iIHCTPYKLiT y po3ain “lMNoka3aHHs",
"®apmakonoriyHi BnacTneocTi”,
"MpoTunokasaHHsa", "B3aemogis 3 iHLMMK
nikapcbknMn 3acobamu Ta iHWi BUaW B3aeMogiii",
"Oco6mBoCTi 3acTocyBaHHA" (y T.4.
"3acTocyBaHHs y nepio BariTHocTi abo
roflyBaHHs rpyaar”, "3gatHicTe BNavBaTu Ha
LWIBMUAKICTb peakuii npyu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3mamun'),
"Cnoci6 3acTtocyBaHHs Ta go3un”, "Oitn",
"Mepepo3yBaHHA", "T06IYHI peakuii”. 3MiHK
BiANOBIAHO A0 pethepeHTHOro npenapary
HEKCIYM)
94. EK3EMAPUVH Tabnetku, Bkputi | AnsoreH IMKo | Jliokcembypr BCi cTaAii npouecy Ipnangis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/13698/01/01
NAiBKOBOO C.ap.n BMpo6HMUTBa: Elil'eH dapma 3MiHM | TUny - 3MiHa YNOBHOBaXKEHOT 0cobM, peyenmom
060/10HKOH, MO NimiTen, IpnaHgis; nepBuHHe i BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
25 mr no 10 BTOPMHHE NaKyBaHHA: KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asiBHuKa
TabneToky MinmayHT Xenckea /T4, ANA 34jiiCHeHHs dhapmakoHarisay B YkpaiHi
6nictepi; no 3 Ipnangis (BK/THOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
6nictepu B nauLi pO3MiLLEeHHI MacTep-ghaiina cuctemu
3 KQPTOHY dpapmakoHarnsay
95. EK30-0EPM Kpem, 10 mr/r in ToBapucTBO 3 Ykpaina ToBapucTBO 3 0OMEXEHOI YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/15788/01/01
bulk no 10 kry 06MeXeHoto BiAANOBIAA/LHICTIO 3MiHu | TUNY: 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii
60ouKax BignoBigasbHi "papmaleBTUYHA KOMNaHisi 3aci6. Cuctema KoHTeliHep/ 3akynoptoBasibHUM
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

CTHO

"@apmaueBTun

YHa KoMnaHis
"3p0pos'a”

"3p0pos'a”

3aci6. 3miHa po3mipy ynakoBkv roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHK) CynyTHS 3MiHa:
3MiHK 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa y NepBUHHIiA yNakoBLi rOTOBOrO JlikapCbKOro
3aco6y (Tvn KoHTeliHepa abo AofaBaHHs HOBOTO
KOHTeliHepa) - TBepAi, M'ski Ta HecTepusbHI pigki
nikapcbki popmn). CynyTHA 3MiHa:3MiIHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBanbHWii 3aci6. 3MiHa
nocravasnbHUka nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B [OCHE)
(3amiHa abo fodaBaHHS nocTavaibHuKa)
(BBeLeHHA gofaTkoBol ynakosku in bulk no 10 kr B
604Kax CTaneBmX, 3aKPUTHX KPULLKaMU 3
3aTUCKHMM KiflbLieM HOBOro B1po6Huka Fa. Muller
GmbH, Germany 3 BignoBigHUMU 3MiHaAMU Y p.
«YnakoBka». CynyTHs 3MiHa:3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
roTOBOrO NiKapCbKoro 3acoby (iHwi 3miHKn)(y
3B'AA3Ky 3 BBEAEHHAM YynakoBku in bulk no 10 kr B
604Kax cTaneBmx, 3aKpUTHX KPULLKaMU 3
3aTUCKHWM KiflbLIeM BHOCATHCA 3MiHW Y P. «TepMiH
npuAaTHOCTI») (3aTBEPAXXEHO: 2 POKU;
3anponoHoBaHo: 2 pokK, ynakoska in bulk: 1 pik)

96.

EKCUNMIAN M
rigPonocbno
H

eMy/ibCist
HalukipHa, 20
mr/mn no 200 mn
y donakoHi; no 1
chnakoHy B
KOPTOHHIi
Kopo6ui; no 500
My dN1aKoHi

Fangepma CA

Llseiuapis

LWnipir ®apma Al

LLsenuapis

BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis:
3MiHM | TUny - 3MiHa y cknagi (4ONOMiIXKHMX
peyoBUHax) roToBOro Nikapcbkoro 3acoby (iHLui
[OOMOMDKHI peYOBMHW) - ByApb-ska HE3HaYHa 3MiHa
KifIbKICHOTO CKnagy AOMOMDKHUX PEYOBUH Y
roTOBOMY /liKapCbKOMY 3ac06i; 3MiHu | Tuny -
3MiHa Y NepBYHHIli yNakoBLji roTOBOr0 NiKapCbKoro
3aco06y (SKiCHWIA Ta KinbKicHWIA ckiag) - M'ski Ta
HecTepwsbHI PifKi Nlikapcbki (hopMU — 3amiHa
3aTBEPKEHOI NONINPONISIEHOBOI KPULLKM 6in10ro
KOMbOPY A1 3aKynopku hiakoHy Ha Npo3opy
NoinponisIeHOBY KPULLIKY, IAEHTUYHY 3a CKNafoM,
3aTBEPKEHOIO BUPOBHMKA

6e3
peyenma

UA/11920/01/01

97.

ENENICO

MOPOLLOK
niocpinizoBaHuii
NS PO3UNHY
Ans iHdysiii no
20004y
onakoHi Nel

Mdpaiizep
Eiiu.Ci.nMi.
Kopnope#iwH

CLUA

NNnc, CWA;

BMPOGHMLTBO (chopmyna,
acenTuyHe HanoBHEHHS,
niodpinizayis), nepsuHHe Ta
BTOPUHHE NaKyBaHHS,
MapKyBaHHs1, BUNYCK cepil:
dapmauis i AngxoH KomnaHi

KOHTPO/1b SIKOCTi NMpY BUMYCKY
Ta JOCNIMKEHHS CTabiNbHOCTI:

CLUA/
Ipnangis/
I3painb

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NPOBa[PKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO Nikapcbkoro 3acoby, BkIoYaoun
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJO AKOCTI. (Ais/IbHICTb, 3a SKY Bignosigae
BMPOGHMWK/iMNOPTEpP, BK/OYAKOUM BUMYCK Cepili)
(3MiHa HaillmeHyBaHHs BUpo6HuKka 13 3

3a
peyenmom

UA/14379/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
Mdpaiizep IpnaHgis dapmauis i AngxoH KomnaHi Ha ®apmauis i
dapmacbloTikanc, lpnaHgis; AngxoH KomnaHi J11C, 6e3 3MiHn Micus
KOHTPOb SKOCTi NPV BUMYCKY BMPOGHMLITBA)
Ta AOCNiMpKEHHST CTabiNbHOCTI:
Mpotanikc J/IT4., I3painb
98. ENIFAPA 22,5 MOPOLLIOK ANs AcTtennac Higepnangu BiANOBIAa/IbHNI 38 BTOPUHHY Higepnangn/ BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3a UA/5758/01/02
Mmr npuroTyBaHHsA dapma tOpon yMakoBKy Ta BUMYCK Cepii: CWA 3MiHn | TURNY - AgMIHICTPaTVBHI 3MiHW. BunyyeHHs peyenmom
pPO34MHY ANs B.B. Actennac ®apma tOpon b. B., BMPOOHUYOT AiNbHUL (BKNOYAKOUM AiNTbHULI ANs
NiAWKIpHUX Higepnangu; A®I, npomiXHOro NpoAykTy abo rotoBoro
iH'eKUin no 22,5 BignoBiganbHWi1 3a niKapcbKoro 3acoby, AiNbHULI 4719 NPOBEAEHHS
Mry BUPOBHMUTBO LWnpuua A, nakyBaHHs, BAPOOHMKa, BiANOBiLaIbHOIO 3a
nonepegHL0 wnpuua b, kiHLeBy ynakosky BWMNYCK CEPiiA, MiCLie NPOBEAEHHSA KOHTPOJIIO Cepil)
HanoBHEHOMY Ta KOHTPO/b AKOCTI: ab0o nocTavasibHVKa BUXIgHOMO Marepiany,
wnpuui by Tonmap IHK., CLUA; peareHTy ab0 LONOMIXXHOI pevOBUHY (KLLO
KOMM/EKTi 3 BiANOBIAa/IbHUI 3a 3a3Ha4YeHo y A0CbE) (BUSTYYEHHS aflbTEPHATUBHOI
PO3YMHHMKOM MO BMPOGHMLTBO Wnpuua b: BMPOGHMYOI AiNbHML BiANOBIAA/IBLHOIO 3a BUMYCK
440 mry KaHmxkuH 6io®apma IHk., CLUA cepii TN3 MeaguleHe Al, HimeuunHa) (TepMiH
nonepegHL0 BBE/IEHHS 3MiH NPOTAroM 6 -Tv MicsALiB nicns
HanoBHEHOMY 3aTBEPMKEHHS)
wnpuui A
99. ENIFAPA 45 Ml | nopowok ans AcTtennac HigepnaHngu BiANOBIAA/IbHNI 38 BTOPUHHY Higepnangun/ BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasis: 3a UA/5758/01/03
NPUroTyBaHHSA dapwma tOpon ynakoBKy Ta BUMYCK cepil: CWA 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. BunyyeHHs peyenmom
pPO34MHYy ANs B.B. Actennac ®apma tOpon b. B., BMPOOHUYOT AiNbHUL (BKNOYAKOYUM AiNTbHULI ANS
NiAWKipHUX HigepnaHgu; A®I, npomiXHOro NpoAyKkTy abo roToBoro
iH'eKLn no 45 mr BignoBiganbHWi 3a niKapcbKoro 3acoby, AiNbHULI 4719 NPOBEAEHHS
y nonepesHbL0 BUMPOGHMLTBO LWNpuua A, nakyBaHHs!, BUPOGHMKa, BifNOBiAaIbHOMO 3a
HanoBHeHOMY wnpuua b, KiHLeBy ynakosky BWMNYCK Cepiii, MicLie NpOBEAEHHSA KOHTPOJIIO Cepil)
wnpuui by Ta KOHTPO/Ib AKOCTI: ab0o nocTavasibHVKa BYXIgHOrO Martepiany,
KOMMNAEKTi 3 Tonmap IHk., CLUA; peareHTy ab0 AONOMIXXHOI pevOBUHY (SKLLO
PO3UYMHHWKOM MO BiANOBiAaIbHMI 3a 3a3Ha4yeHo y A0CbE) (BUTYYEHHS anlbTepHAaTUBHOI
434 mry BMPOGHMLTBO Wnpuua b: BMPOGHMYOI AiNbHML BiANOBIAAILHOIO 3a BUNYCK
nonepegHsL0 KaHmkuH 6io®apma IHk., CLUA cepii TN3 MeaguleHe Al, HimeuunHa) (TepMiH
HanoBHeHOMY BBE/EHHS 3MiH NPOTAroM 6 -Tu MicsALiB nicns
wnpuui A 3aTBEPKEHHS)
100. | ENIFAPA 7,5 MOPOLLIOK A5 AcTtennac Higepnaxngn BiANOBiAA/IbHWIA 32 BTOPUHHY Higepnangun/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/5758/01/01
Mr NPUroTyBaHHA dapma KOpon yNakoBKy Ta BUMYCK cepil: CLWA 3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. BuiydyeHHs peyenmom
PO34MHYy ANns B.B. Actennac ®apma HOpon b. B., BMPOBHUYOI AiNbHUL (BKIKOUAKUN AiNbHAL ANS
NiAWKIPHUX HigepnaHgu; A®I|, npomi>XHOro NpPoAyKTy abo rotosoro
iH'ekuin no 7,5 BignoBiAa/IbHMI 3a NiKapcbKoro 3acoby, Ai/bHUL 415 NPOBEAEHHS
Mry BMPOGHMLTBO WNpuua A, nakyBaHHs!, BUPOOHWKa, BifNOBigaIbHOMO 3a
nonepegHL0 wnpuua b, KiHLEeBY ynakosky BUMYCK cepild, MicLie NPOBEAEHHSA KOHTPOSIO cepii)
HanoBHEHOMY Ta KOHTPO/Ib AKOCTI: ab0 nocTavasibHMKa BUXigHOrO Marepiany,
wnpuui by Tonmap IHK., CLUA, peareHTy abo [0NOMKHOI PEYOBUHY (SIKLLO
KOMMAEKTi 3 BiNOBigaNbHWIA 3a 3a3HayeHo y A0CbE) (BUTYYEHHS albTEPHATUBHOI
PO3UYMHHMKOM MO BMPOGHMUTBO Wwnpuua b: BMPOBHUYOT AiNbHULI BigNOBIAANILHOIO 3a BUMYCK
343 mMry KaHmxuH 6iodapma IHk., CLUA cepii TN3 MeguleHe Al, HimeuunHa) (TepMiH
nonepegHL0 BBE/IEHHS 3MiH NPOTAroM 6 -Tu MicsALiB nicns

HanoBHEHOMY

3aTBEPAKEHHS)




85

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
wnpuui A
101. | E/ZIOHBA pO34nH ons LWepiHr-Mnay LBeiiLapis BupobHMLTBO HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiis: 3a UA/13125/01/01
iH'ekyin no 100 CeHTtpan Ict Hepo3dhacoBaHoi NpoayKuii Ta Higepnangn/ 3MmiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKNI peyenmom
Mkr/0,5 M, no Al nepBrHHA YMakoBKa, KOHTPO/Tb Ipnangis 3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo

05M1Nely
nonepeaHLo
HamnoBHEHNX
Lwnpuuax 3
CTEPUIBHUMM
iH'eKLiHMMN
rosiKkamu

AKOCTi, TECTYBaHHS
CTEepW/IbLHOCTI Ta
6GakTepiasibHNX eHO0TOKCUHIB
roToOBOrO NikapcbKoro 3acoby
(KOHTpO/Ib AKOCTI), BidyasibHa
iHCneKuis:

Bettep ®apma-depTUryHr
'm6X i Ko. KI, HimeuunHa,
KoHTposb AKOCTi, TeCTyBaHHSA
CTepu/IbHOCTI Ta
6akTepiasibHNX eHA0TOKCUHIB
roTOBOrO JlikapCbKoro 3acoby
(KOHTPO/Ib AKOCTI), BidyasibHa
iHCnekuis:

BetTtep ®apma-depTuryHr
'M6X i Ko. KI', HimeuuunHa;
BizyanbHa iHchekujis:
Bettep ®apma-depTuryHr
'M6X i Ko. KI', HimeuuunHa;
KoHTponb skocTi Ta
TecTyBaHHA cTabifnbHOCTI,
BTOPMHHA ynakoBKa, [03BiN Ha
BWMNYCK cepil:

H.B. OpraHoH, HigepnaHgy;
OpraHoH (IpnaHgis) /14,
Ipnangjs

BBe[EHHS [0AATKOBOI AiNbHULI BUPOGHMLTBA A1
YyacTvHy abo BCbOro BUPOOGHNYOro npoLiecy
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW)
(3a3HaueHHs1 hyHKLin BUPOBHWKIB NiKapCbKoro
3acoby BignoBigHO A0 MaTepianis peecTpavinHoro
pocoke: Bettep ®apma-depturyHr M'moX i Ko. KI,
HimeuuunHa 3a agpecoto: LWyTueHwTpacce 87 i 99-
101, 88212 PaBeHcbypr, HimeuuunHa;
(BupobHuLTBO Hepo3chacoBaHOi NpoaykKLii Ta
nepBMHHA YNaKoBKa, KOHTPO/b SAKOCTi, TECTYBaHHSA
CTEPUNBHOCTI Ta 6akTepiasibHNX EHAO0TOKCUHIB
rOTOBOrO JliKapCcbKoro 3acoby (KOHTPOsb SKOCTI),
BisyasibHa iHCnekuis); BeTtep ®apma-PepturyHr
v6X i Ko. K, HimeuunHa 3a agpecoto:
MoocsiceH 2, 88214 PaBeHcbypr, HimeuunHa;
EiceHbaxHcTpacce 2-4, 88085 JlaHreHapreH,
HimeuumHa (KoHTposb SIKOCTi, TECTYBaHHSA
CTEpPUILHOCTI Ta GakTepiasibHNX eHA0TOKCUHIB
roTOBOro NikapcbKoro 3acoby (KOHTPOb SKOCTI),
BisyasibHa iHCcnekuis); Bettep ®apma-depTuryHr
'vm6X i Ko. K, HimeuunHa 3a agpecoto:
Xon6aiiHcTpacce 40, 88212, PaBeHcbypr,
HimeuumnHa (BisyanbHa iHcnekuis); H.B.OpraHoH,
HigepnaHngn (KoHTponb SKOCTi Ta TeCTyBaHHS
cTabiNbHOCTI, BTOPUHHA yNakoBka, A403Bi1 Ha
BUMYyCK cepii); OpraHoH (Ipnangis) N14, IpnaHgisa
(KOHTPO/b AKOCTI Ta TECTYBaHHA CTabINIbHOCTI,
BTOPVHHA yNakoBKa, 03B/l Ha BUNYCK cepil)
(TepmiH BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLIB
nicns 3aTBepMkeHHs); 3MiHn | Tuny - 3MiHn 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 0AATKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3acoby (4ibHMUSA 4719 BTOPUHHOMO NakyBaHHS)
(mopaBaHHA Ans BUpo6HMKa H.B.OpraHoH,
HigepnaHan yHKLiT «BTOPMHHA ynakoBka» A1
'N3) (TepmiH BBEAEHHS 3MiH NPOTArOM 6-Tn
MiCAUIB MicNA 3aTBEpAXEHHS); 3MiHu | Tuny -
3MiHu 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO NikapcbKoro 3acoby (iHLUi 3MiHK)
(nogasaHHsA Ans Bupo6HuKa H.B.OpraHoH,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs

HigepnaHay doyHKUiT — «KOHTPO/b SKOCTI Ta
TeCcTyBaHHs CTabinbHOCTi») (TepMiH BBEAEHHS
3MiH NPOTAroM 6-TW MicAILiB NicNs 3aTBEPMKEHHS);
3miHu | TUNYy - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNi
3aci6. 3MiHM y BUPOGHULITBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepil
Ta KOHTPO/IIO AKOCTi FOTOBOTO NIKAPCLKOro 3acoby
(3amiHa abo gofaBaHHs OiNbHWLI, Ha AKil
3Ai/iCHIOETLCS KOHTPONL/BUNPOGYBaHHSA cepil)
(BBEAEHHA aNlbTEPHATMBHOI BUPOOHNYOI AiNbHAL
NS BUKOHAHHSA Bi3yaslbHOro KOHTposo BeTTep
Papma-depturyHr F'meX i Ko. K, HimeuunHa
po3TalloBaHol 3a agpecol: XenbmyT-Betrep-
Ltpacce 10, 88213 PaBeHcOypr, HimeuunHa
(KoHTponb sikocTi) (TepMiH BBEAEHHSA 3MiH
NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPIXKEHHS);
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapcbKoro 3acoby, BkIoYaoun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJIO SKOCTI. (AisIbHICTb, 3a Ky BiAnNoBigae
BMPOGHUWK/iMNOpTEp, BK/OUAKUM BUMYCK Cepili)
(npvBeaeHHsa agpecu BUpobHuKa H.B.OpraHoH,
Higepnangy y BiANOBIAHICTL 4O peecTpavinHux
mMaTepianis AOCbE - fofaBaHHA afgpecu Micus
NPOBaKEHHS AiSNIbHOCTI 10 3apeecTpoBaHoOl
IOpUANYHOI agpecu BUpobHuka. Micue
BMPOGHULTBA He 3MiHW/OCh. 3aTBepaxeHo: 5349
AB Occ, Knooctepuwtpaar 6, Higepnanaw;
3anponoHosaHo: 5349 AB Occ, KnoocTteplutpaar
6, HinepnaHgu (ropuguyHa agpeca),
MoneHwTpaat 110, 5342 CC Occ, HigepnaHgu
(appeca micusa npoBamxeHHs AissibHOCTI) (TepMmiH
BBEJEHHS 3MiH MPOTAroM 6-Tn MicAuiB nicns
3aTBepMKEHHS); 3MiHM | Tuny - AAMIHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBapKeHHSA Ai/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIYaum
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJO AKOCTI. (AisSNIbHICTb, 3a 5Ky BiAnosifae
BMPOGHMK/iIMMOPTEP, HE BK/THOYAKOUM BUMYCK CEpiii)
(Y 3B’3Ky 3i 3MiHOIO 3aKkoHoZaBcTBa HimeuunHn
6yn0o BMAAHO BUPOGHWUI NiLeHsii Ta GMP
cepTudiikati 419 OKpeMUX AiNSHOK BUPOGHMKA
BetTtep ®apma-depturyHr F'm6X i Ko. K,
HimeyumHa NponoHyeTbCSA BBEAEHHA BUPOOHNUMX
AinbHuY;: Bettep ®apma-®epturyHr I'moX i Ko. KI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs

, HimeuunHa 3a agpecoto: MoocsiceH 2, 88214
PaBeHcbypr, HimeuunHa; EiceHbaxHcTpacce 2-4,
88085 JlaHreHapreH, HimeuyunHa (KoHTponb
AKOCTi, TECTYBaHHS1 CTEPU/IbHOCTI Ta
6akTepiasibHUX eHA0TOKCUHIB rOTOBOro
nNiKapcbKoro 3acoby (KOHTPOJIb SIKOCTI), BidyasibHa
iHcnekuis); Bettep ®apma-®epturyHr M'moX i Ko.
Kl , HimeuunHa 3a agpecoto: XonbaiiHcTpacce 40,
88212, PaseHcHypr, HimeuunHa (BisyanbHa
iHcrekuis) (TepMiH BBEAEHHS 3MiH NPOTArom 6-Tu
MicALB Nicnsa 3aTBepmKeHHs); 3MiHM | Tuny: 3MiHu
3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3aci6. 3MiHa 6y ab-
KOl YaCTUHW MaTepiasy NepBUHHOT YNakoBKu, L0
He KOHTaKTY€e 3 FOTOBUM NiKapCbKM 3aco60Mm
(Hanpvknag Konip KpULIEYOK 3 KOHTPONEM
nepLLOoro BiAKPUTTS, KONIP KOAOBUX Kineub Ha
amnynax, KoHTeliHepa 4715 ronok (pisHi Buau
nnacTMmacw) (3MiHa, sika He BNVBaE Ha KOPOTKY
XapaKTepUCTUKY JlikapCbKoro 3acoby)(3miHa
KOHTelHepy N5t nonepeAHb0 HanoBHEHOTO
wnpuua — 3 6nicTepHOT YyNakoBKN Ha BIAKPUTWIA
NAacTVKOBWIA TOTOK, 3 BiANOBIAHUMK 3MiHAMW Y p.
«YnakoBka») (TepMiH BBEAEHHSA 3MiH MPOTAroM 6-
TN MiCALB NicNs 3aTBEPMKEHHS); 3MiHN | Tuny -
3MiHU Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHun) (3miHa rpadpivuHoro
0POPM/IEHHS YNaKOBOK Ha MapKyBaHHS; y
MapKyBaHHS1 Ha BTOPUHHII yNakoBLii BHECEHE
KoperyBaHHs B iHhopmav,ito LWoA0 BUPOBHNKIB)
(TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLIB
nicns 3aTBepakeHHs); 3MiHu | Tuny -
AAMiHICTpaTNBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMWKa/iMnopTepa roToBoro ikapcbkoro
3acoby, BKIYaum AinbHNULI BUNycKy cepii abo
MicLie NpoBeAEHHS KOHTPOJTH0 AKOCTI. (AIS/IbHICTb,
3a SKy Bignosigae BUpo6OHUK/iMnopTep, He
BK/IIOYAOUM BUNYCK cepiid) ( 3miHa agpecy
BMpOGHUWKa BeTTep ®apma-PepturyHr MMoX i Ko.
K", HimeuyunHa (BMpo6HULTBO Hepo3hacoBaHol
NpoaykKuii Ta NnepBUHHA ynakoBKa, KOHTPO/b
AKOCTi, TECTYBaHHSI CTEPU/IbHOCTI Ta
6akTepiasibHUX eHA0TOKCUHIB rOTOBOro
nNiKapcbKoro 3acoby (KOHTPOJIb SIKOCTI), BidyasibHa
iHCnekujs), 6e3 3MiHW Micus BUpobHuUTBa (3MiHa
IOPUANYHOI agpecy Ha dhakTuyHy) (TepMmiH
BBE/IEHHSA 3MiH MPOTAroM 6-Tv MicsAiB nicas
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
3aTBEPIKEHHS)
102. | EZIOHBA pO34nH ons LWepiHr-Mnay LBeiiLapis BupobHMLTBO HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiis: 3a UA/13125/01/02
iH'ekyin no 150 CeHTtpan Ict Hepo3dhacoBaHoi NpoayKuii Ta Higepnangn/ 3MmiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKNI peyenmom
Mkr/0,5 M, no Al nepBrHHA YMakoBKa, KOHTPO/Tb Ipnangis 3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo

05M1Nely
nonepeaHLo
HamnoBHEHNX
Lwnpuuax 3
CTEPUIBHUMM
iH'eKLiHMMN
rosiKkamu

AKOCTi, TECTYBaHHS
CTEepW/IbLHOCTI Ta
6GakTepiasibHNX eHO0TOKCUHIB
roToOBOrO NikapcbKoro 3acoby
(KOHTpO/Ib AKOCTI), BidyasibHa
iHCneKuis:

Bettep ®apma-depTUryHr
'm6X i Ko. KI, HimeuunHa,
KoHTposb AKOCTi, TeCTyBaHHSA
CTepu/IbHOCTI Ta
6akTepiasibHNX eHA0TOKCUHIB
roTOBOrO JlikapCbKoro 3acoby
(KOHTPO/Ib AKOCTI), BidyasibHa
iHCnekuis:

BetTtep ®apma-depTuryHr
'M6X i Ko. KI', HimeuuunHa;
BizyanbHa iHchekujis:
Bettep ®apma-depTuryHr
'M6X i Ko. KI', HimeuuunHa;
KoHTponb skocTi Ta
TecTyBaHHA cTabifnbHOCTI,
BTOPMHHA ynakoBKa, [03BiN Ha
BWMNYCK cepil:

H.B. OpraHoH, HigepnaHgy;
OpraHoH (IpnaHgis) /14,
Ipnangjs

BBe[EHHS [0AATKOBOI AiNbHULI BUPOGHMLTBA A1
YyacTvHy abo BCbOro BUPOOGHNYOro npoLiecy
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW)
(3a3HaueHHs1 hyHKLin BUPOBHWKIB NiKapCbKoro
3acoby BignoBigHO A0 MaTepianis peecTpavinHoro
pocoke: Bettep ®apma-depturyHr M'moX i Ko. KI,
HimeuuunHa 3a agpecoto: LWyTueHwTpacce 87 i 99-
101, 88212 PaBeHcbypr, HimeuuunHa;
(BupobHuLTBO Hepo3chacoBaHOi NpoaykKLii Ta
nepBMHHA YNaKoBKa, KOHTPO/b SAKOCTi, TECTYBaHHSA
CTEPUNBHOCTI Ta 6akTepiasibHNX EHAO0TOKCUHIB
rOTOBOrO JliKapCcbKoro 3acoby (KOHTPOsb SKOCTI),
BisyasibHa iHCnekuis); BeTtep ®apma-PepturyHr
v6X i Ko. K, HimeuunHa 3a agpecoto:
MoocsiceH 2, 88214 PaBeHcbypr, HimeuunHa;
EiceHbaxHcTpacce 2-4, 88085 JlaHreHapreH,
HimeuumHa (KoHTposb SIKOCTi, TECTYBaHHSA
CTEpPUILHOCTI Ta GakTepiasibHNX eHA0TOKCUHIB
roTOBOro NikapcbKoro 3acoby (KOHTPOb SKOCTI),
BisyasibHa iHCcnekuis); Bettep ®apma-depTuryHr
'vm6X i Ko. K, HimeuunHa 3a agpecoto:
Xon6aiiHcTpacce 40, 88212, PaBeHcbypr,
HimeuumnHa (BisyanbHa iHcnekuis); H.B.OpraHoH,
HigepnaHngn (KoHTponb SKOCTi Ta TeCTyBaHHS
cTabiNbHOCTI, BTOPUHHA yNakoBka, A403Bi1 Ha
BUMYyCK cepii); OpraHoH (Ipnangis) N14, IpnaHgisa
(KOHTPO/b AKOCTI Ta TECTYBaHHA CTabINIbHOCTI,
BTOPVHHA yNakoBKa, 03B/l Ha BUNYCK cepil)
(TepmiH BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLIB
nicns 3aTBepMkeHHs); 3MiHn | Tuny - 3MiHn 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 0AATKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3acoby (4ibHMUSA 4719 BTOPUHHOMO NakyBaHHS)
(mopaBaHHA Ans BUpo6HMKa H.B.OpraHoH,
HigepnaHan yHKLiT «BTOPMHHA ynakoBka» A1
'N3) (TepmiH BBEAEHHS 3MiH NPOTArOM 6-Tn
MiCAUIB MicNA 3aTBEpAXEHHS); 3MiHu | Tuny -
3MiHu 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO NikapcbKoro 3acoby (iHLUi 3MiHK)
(nogasaHHsA Ans Bupo6HuKa H.B.OpraHoH,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs

HigepnaHay doyHKUiT — «KOHTPO/b SKOCTI Ta
TeCcTyBaHHs CTabinbHOCTi») (TepMiH BBEAEHHS
3MiH NPOTAroM 6-TW MicAILiB NicNs 3aTBEPMKEHHS);
3miHu | TUNYy - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNi
3aci6. 3MiHM y BUPOGHULITBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepil
Ta KOHTPO/IIO AKOCTi FOTOBOTO NIKAPCLKOro 3acoby
(3amiHa abo gofaBaHHs OiNbHWLI, Ha AKil
3Ai/iCHIOETLCS KOHTPONL/BUNPOGYBaHHSA cepil)
(BBEAEHHA aNlbTEPHATMBHOI BUPOOHNYOI AiNbHAL
NS BUKOHAHHSA Bi3yaslbHOro KOHTposo BeTTep
Papma-depturyHr F'meX i Ko. K, HimeuunHa
po3TalloBaHol 3a agpecol: XenbmyT-Betrep-
Ltpacce 10, 88213 PaBeHcOypr, HimeuunHa
(KoHTponb sikocTi) (TepMiH BBEAEHHSA 3MiH
NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPIXKEHHS);
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapcbKoro 3acoby, BkIoYaoun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJIO SKOCTI. (AisIbHICTb, 3a Ky BiAnNoBigae
BMPOGHUWK/iMNOpTEp, BK/OUAKUM BUMYCK Cepili)
(npvBeaeHHsa agpecu BUpobHuKa H.B.OpraHoH,
Higepnangy y BiANOBIAHICTL 4O peecTpavinHux
mMaTepianis AOCbE - fofaBaHHA afgpecu Micus
NPOBaKEHHS AiSNIbHOCTI 10 3apeecTpoBaHoOl
IOpUANYHOI agpecu BUpobHuka. Micue
BMPOGHULTBA He 3MiHW/OCh. 3aTBepaxeHo: 5349
AB Occ, Knooctepuwtpaar 6, Higepnanaw;
3anponoHosaHo: 5349 AB Occ, KnoocTteplutpaar
6, HinepnaHgu (ropuguyHa agpeca),
MoneHwTpaat 110, 5342 CC Occ, HigepnaHgu
(appeca micusa npoBamxeHHs AissibHOCTI) (TepMmiH
BBEJEHHS 3MiH MPOTAroM 6-Tn MicAuiB nicns
3aTBepMKEHHS); 3MiHM | Tuny - AAMIHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBapKeHHSA Ai/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIYaum
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJO AKOCTI. (AisSNIbHICTb, 3a 5Ky BiAnosifae
BMPOGHMK/iIMMOPTEP, HE BK/THOYAKOUM BUMYCK CEpiii)
(Y 3B’3Ky 3i 3MiHOIO 3aKkoHoZaBcTBa HimeuunHn
6yn0o BMAAHO BUPOGHWUI NiLeHsii Ta GMP
cepTudiikati 419 OKpeMUX AiNSHOK BUPOGHMKA
BetTtep ®apma-depturyHr F'm6X i Ko. K,
HimeyumHa NponoHyeTbCSA BBEAEHHA BUPOOHNUMX
AinbHuY;: Bettep ®apma-®epturyHr I'moX i Ko. KI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs

, HimeuunHa 3a agpecoto: MoocsiceH 2, 88214
PaBeHcbypr, HimeuunHa; EiceHbaxHcTpacce 2-4,
88085 JlaHreHapreH, HimeuyunHa (KoHTponb
AKOCTi, TECTYBaHHS1 CTEPU/IbHOCTI Ta
6akTepiasibHUX eHA0TOKCUHIB rOTOBOro
nNiKapcbKoro 3acoby (KOHTPOJIb SIKOCTI), BidyasibHa
iHcnekuis); Bettep ®apma-®epturyHr M'moX i Ko.
Kl , HimeuunHa 3a agpecoto: XonbaiiHcTpacce 40,
88212, PaseHcHypr, HimeuunHa (BisyanbHa
iHcrekuis) (TepMiH BBEAEHHS 3MiH NPOTArom 6-Tu
MicALB Nicnsa 3aTBepmKeHHs); 3MiHM | Tuny: 3MiHu
3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3aci6. 3MiHa 6y ab-
KOl YaCTUHW MaTepiasy NepBUHHOT YNakoBKu, L0
He KOHTaKTY€e 3 FOTOBUM NiKapCbKM 3aco60Mm
(Hanpvknag Konip KpULIEYOK 3 KOHTPONEM
nepLLOoro BiAKPUTTS, KONIP KOAOBUX Kineub Ha
amnynax, KoHTeliHepa 4715 ronok (pisHi Buau
nnacTMmacw) (3MiHa, sika He BNVBaE Ha KOPOTKY
XapaKTepUCTUKY JlikapCbKoro 3acoby)(3miHa
KOHTelHepy N5t nonepeAHb0 HanoBHEHOTO
wnpuua — 3 6nicTepHOT YyNakoBKN Ha BIAKPUTWIA
NAacTVKOBWIA TOTOK, 3 BiANOBIAHUMK 3MiHAMW Y p.
«YnakoBka») (TepMiH BBEAEHHSA 3MiH MPOTAroM 6-
TN MiCALB NicNs 3aTBEPMKEHHS); 3MiHN | Tuny -
3MiHU Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHun) (3miHa rpadpivuHoro
0POPM/IEHHS YNaKOBOK Ha MapKyBaHHS; y
MapKyBaHHS1 Ha BTOPUHHII yNakoBLii BHECEHE
KoperyBaHHs B iHhopmav,ito LWoA0 BUPOBHNKIB)
(TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLIB
nicns 3aTBepakeHHs); 3MiHu | Tuny -
AAMiHICTpaTNBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMWKa/iMnopTepa roToBoro ikapcbkoro
3acoby, BKIYaum AinbHNULI BUNycKy cepii abo
MicLie NpoBeAEHHS KOHTPOJTH0 AKOCTI. (AIS/IbHICTb,
3a SKy Bignosigae BUpo6OHUK/iMnopTep, He
BK/IIOYAOUM BUNYCK cepiid) ( 3miHa agpecy
BMpOGHUWKa BeTTep ®apma-PepturyHr MMoX i Ko.
K", HimeuyunHa (BMpo6HULTBO Hepo3hacoBaHol
NpoaykKuii Ta NnepBUHHA ynakoBKa, KOHTPO/b
AKOCTi, TECTYBaHHSI CTEPU/IbHOCTI Ta
6akTepiasibHUX eHA0TOKCUHIB rOTOBOro
nNiKapcbKoro 3acoby (KOHTPOJIb SIKOCTI), BidyasibHa
iHCnekujs), 6e3 3MiHW Micus BUpobHuUTBa (3MiHa
IOPUANYHOI agpecy Ha dhakTuyHy) (TepMmiH
BBE/IEHHSA 3MiH MPOTAroM 6-Tv MicsAiB nicas
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
3aTBEPIKEHHS)
103. | EPEKTUN Tabnetku no 50 TOB YkpaiHa TOB "Ctupon6iochapm" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiis: 6e3 UA/5085/01/01
Mr Ne 1, Ne 6, Ne | "Ctupon6iocda 3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
12 (12x1), Ne 24 pm" HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(12x2) y (BnacHvka peecTpadiiiHoro noceigyeHHs) (3miHa
6nictepax y agpecy 3asBHUKA)
nauui
104. | EPIYC® TabneTkn, BKpUTI Baiiep Lseiiapis LepiHr-Mnay Na6o H.B. Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/5827/01/01
NNiBKOBOIO KoHcblomep 3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenma
060/10HKOI0, N0 5 Kep Al HalilMeHyBaHHs Ta/abo agpecy Micus
Mmr, no 7 abo no NpoBaPKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
10 Tabnetok y rOTOBOrO NiKApCbKOro 3acoby, BKIUa4n
6nictepi, no 1 AinbHUUI BUNYCKy cepii abo MicLie NpoBeAeHHs
6nictepy B KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a AKy BiANOBiAae
KapTOHHIi BMPOGHMWK/IMNOpPTEpP, BKKOYAKYM BUMYCK Cepili)
Kopo6ui; no 15 (3miHa agpecyn BUpo6HUKa, 6e3 3MiHU MicLA
Tabnetok y BMPOOHULITBA)
6nictepi, no 2
6nictepu B
KapTOHHIl
Kopoobui
105. | ETAM3UNAT- pO34MH ons MpAT Ykpaina MpAT "®apmaueBTnyHa cipma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/5717/01/01
OAPHNLUA iH'ekuili, 125 "®papmaveBTu "fapHnus” 3MiHV | TUNY - BBEAEHHA abo 3MiHW A0 peyenmom
Mr/mn no 2 mn B YHa hipma y3ara/ibHeHUX JaHnx npo cuctemy
amnynax Ne 10 "OapHuus” hapmakoHarnsgy (BkIo4atoUm KOHTaKTHI AaHi)
5x2)y Ta/abo 3MiHM y po3MiLLleHHI MacTep-chaiina
KOHTYPHUX cuctemun hapmakoHarnagy
YapyHKOBUX
yrnakoBkax y
nauui
106. | E®I30N Tabnetkn ans BankaHgapma Bonrapis BankaHtapma-Pasrpag AT, Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/4271/01/01
CMOKTaHHA Ne 20 -dynHnus AT Bonrapis; bankaHdhapma- 3MiHU | TUNY - BHECEHHS B 3aTBEPMKEHNI TEKCT peyenma
(20x1), Ne 40 [Oynuuus AT, Bonrapis MapKyBaHHS1 BTOPMHHOI yNakoBky iHchopmaviliHoro
(20x2) y Hanucy «3i CMakoM Kakao»
6nictepax
107. | 3BIPOBOIO TpaBano 50 r NnAT YkpaiHa MAT "“Ny6Hucbapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasiis: 6e3 UA/8280/01/01
TPABA abo 751y "ly6Hnhapm" 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenma
naykax 3 HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
BHYTPILLHIM (BnacHvika peecTpauiiiHoro noceig4eHHs) (3miHa
naketom; no 1,5 agpecu 3asaBHUKa) (TepMiH BBe4EHHS 3MiH
ry dinbTp- NpOTAroM 6 -T1 MICALIB MiCNSA 3aTBEPAKEHHS);

naketax Ne20 y
nauui

3MiHn | TUNY - AgMIHICTPaTMBHI 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NpoBafKEHHN AiSNIbHOCTI BUPOOHUKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKy cepii abo Micle npoBefeHHs
KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpTep, BK/IOYAKUMN BUMYCK Cepiii)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
(3miHa agpecyn BUpobHUKa, 6e3 3MiHN MicLA
BMPOGHMLTBA. (NEepeiiMeHyBaHHS BY/.
MeTposcbkoro Ha Byn. bapsiHkosa) (TepMiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicALiB Micns
3aTBEPKEHHS)
108. | 3O/IEHAPAH KOHUeHTpaT ans AngoreH INMKO | Niokcembypr BMPO6HULTBO "in bulk", Monbwa/ BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3a UA/13216/01/01
pO34nHy AnA C.AP.NN. nepBUHHE Ta BTOPVHHE ABCTpIA 3MiHK | TUNY - BBEAEHHA ab0 3MiHN A0 peyenmom
iHcpysiit, 4 mr/5 nakyBaHHs1, KOHTPO/1b AKOCTI y3araslbHeHNX AaHux npo cuctemy
Mano5mny BUMYLLEHNX Cepili, Bignosigae thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
nnacTMKoBOMY 3a BUNycK cepiit: Arina Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina
donakoHi Ne 1 CnewwienTi3 Moncka Cn.30.0, cuctemu chapmakoHarnagy
MonbLa; BUPO6HMLTBO "in
bulk", nepBMHHE nakyBaHHs,
KOHTPO/b SIKOCTi BUMYLLEHNX
cepiii, Bignosigae 3a BUMyCcK
cepiii: CaHouemia
PapmacbloTika Al, ABCTpIs;
BMPOGHUK, BigNOBigabHWIA 3a
BTOPWHHE MaKyBaHHS:
CaHouemia ®apmacbloTika Al
Bepk 2, ABCTpis
109. | NOrEKCON NOpPOLLOK MAT "®apmak” Ykpaina IHTephapma Mpara, a.c. Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/12722/01/01
(cybeTaHuis) y Pecny6nika 3MiHu | TUnNy - 3MiHKM 3 aKocTi. A®Il. CTabinbHICTb.
noABINHNX 3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/Nepioay
nonieTuIeHoBMX 36epiraHHA abo yMoB 36epiraHHs A®I (3a
naketax gns BijCYTHOCTI Y 3aTBEpP)KEHOMY [0CLE cepTudikaTa
BMPOGHMLITBA BiANOBIAHOCTI E€Bponeiickbkili hapmakonei, Lo
CTEPUNBbHUX BK/IOYAE Nepiog, MOBTOPHOrO BUNPOOYBaHHS)
niKapcbknx (nepiof noBTOpPHOro BMNPOGyBaHHA/Mepios
dopm 36epiraHHs) - 36inblUeHHs abo BBeAEHHS nepiogy

NOBTOPHOrO BMNpo6yBaHHs/nepiogy 36epiraHHsA
Ha OCHOBI pe3y/bTaTiB LOCNIHKEHb Y peaslbHOMy
yaci (TepmiH npugaTtHocTi A®| 3amMiHeHO Ha nepiog
NOBTOPHOrO BUNPOOYBaHHSA); 3MiHu | TUny - 3MiHK
3 AkocTi. CepTudikat BignosigHocTI/TE-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
hapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BigNoBigHOCTI a6o
BWYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI
A®I; onsa [ONOMIXHOT peqoBuHY (cepTuddikar
BignoBigHOCTI E€Bponeiickbkilt hapmakoner) -
HoBuii cepTudikar Bif BXe 3aTBEPAXEHOr0
BMpOGHMKa (nogaHHa HoBoro CEP Ne R1-CEP
2000-018-Rev 02 gns A®| inorekcony Big, Bxe
3aTBepmKeHoro Bupo6Hunka INTERPHARMA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

PRAHA, A.S. Chech Republic, 3 nocnigosHummn
3MiHamu y creundikauii A®I 3a nokasHukammn
«lgeHTudikauis», «CynpoBigHi JOMILLIKN»,
«3a/IMLLKOBI KifTIbKOCTi OPraHiYHNX PO34MHHUKIBY,
«2-MeToKcieTaHo», «MikpobGionoriyHa umcToTax,
«YnakoBKa» 3rifHO BUMOr MoHorpadii «lohexol»
EP Ta matepianis ipMu-BMpo6HuKa
CynyTHSA 3MiHa - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWOoi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
cneumdikauisix, nos'asaHa 3i 3miHamu B idY, abo
€Bponeiicbkii hapmakonei, abo iHLwil
HaujioHanbHili hapmakonei gepxasu €C); 3MiHu |
TUny - 3MiHu 3 akocTi. A®I. KoHTponb AdI. 3miHa
y napameTpax cneuudikauiin Ta/abo gonycTummx
MeX, BU3HaueHux y cneumdikauisax Ha A®l, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA y Npoueci BUpobHuuTBa Ad|
(iHWi 3miHW) (NpUBeAEeHHS NokasHuka cnewundikauii
APl «Onuc» 3rigHo MaTtepianis dipMu-BMpo6HUKa)

110.

NOAOMAPUH®
100

Tabnetkun no 100
MKr, no 50 a6bo
no 100 TabneTok
y donakoHi, no 1
dhnakoHy B
KapTOHHIi
Kopoo6Li

BEPNIH-XEMI
Al

HimeyunHa

KOHTPO/b cepiit:

HimeuunHa

Bupo6HuyTBO “in bulk”,

BEP/IH-XEMI AT, HimeuuunHa;
KoHTponb Ta Bunyck cepii:
BEP/TIH-XEMI Al', HimeuunHa;
Bupo6HmLTBO “in bulk”,
naKyBaHHS Ta KOHTPO/Ib Cepili:
MeHapiHi-®oH XeligeH MM6X,

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHW | TUNYy: AOMIHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNHOYAKUN AiNbHNL ANS
A®I, npomiXHOro npoAyKkTy abo roToBoro
NiKapcbkoro 3acoby, AiNbHUL 4158 NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BifNOBIgaIbHOTO 3a
BWMNYCK Cepiii, MicLie NpOBEAEHHS KOHTPOJIIO cepil)
abo nocTavyasibHUKa BUXIAHOIO mMatepiany,
peareHTy abo [OMNOMKHOI PEYOBUHY (SIKLLO
3a3HavYeHo y A0CbE) (BUyHEHHS AiNbHULI
nakysaHHa BEP/1IH-XEMI Al', HimeuunHa)
(TepmiH BBELEHHS 3MiH MPOTAroM 3-X MicsL,iB
nicns 3aTBepmXeHHs); 3MiHu | Tuny: 3miHu 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLieci BUPO6HMLTBA
roTOBOrO /iKapCbKOro 3acoby, BKIoYaoun
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHULITBI FOTOBOTO MiKAPCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6GHMLTBA)
(thiHanbHe 3milyBaHHS 6y/ie NPOBOAUTUCH B OAMH
eTan); 3miHu | Tuny: 3miHn 3 sKocTi. FoToBWI
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BKItOYaoUK dianasoH po3mipy
cepii) roToBOro fikapcbkoro 3acoby (36iNbLIeHHs

6e3
peyenma

UA/0156/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs

80 10 pasiB MOPIBHSHO i3 3aTBEPKEHNM
po3mipom)(BBeLEeHHS albTEPHATUBHOIO PO3Mipy
483 kr abo 4,2 MnH. TabneTok); 3miuu | Trny:
3MiHu 3 sKoCTi. [0TOBMIA NikapCbkuii 3aci6. 3MiHKn
Yy BUPOGHULTBI. 3MiHW BUNpo6yBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, Mg yac BUpoOHMLTBA rOTOBOrO
NiKapcbKoro 3acoby (3BY)XXeHHS AOMYCTUMUX MEX)
(3BY)XEHHSI MeX 47151 3a/IMLLKOBA BOJIOTiCTb
rpaHyn); 3miHu | Tuny: 3miHu 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymosax 36epiraHHsi roToBOro
NiKapCbKOro 3acoby (3MeHLIEeHHS TEPMIHY
npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoi ynakosku(3 4-x fo 3-x pokis) (TepMmiH
BBEJEHHS 3MiH MPOTAroM 3-x MicsLiB nicns
3aTBepAKeHHs); 3MiHU | Tuny: 3MiHM 3 AKOCTI.
[oTOBWi1 Nikapcbkuii 3aci6. CTabiNbHICTb. 3MiHa Y
TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
roTOBOrO J1iKapCbKoro 3acoby (3miHa B yMoBax
36epiraHHs roToBOrO JlikapCbkoro 3acoby abo
nicnsi po3yYvHeHHs/BigHOBIEHHS)(TepMiH
BBEeEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUny: 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTPOIb AONOMDKHUX
peyoBWH. 3MiHa y MeToAax BUNPOOYBaHHS
[OMOMDKHOT peYOBUHY (BUTYHYEHHSI METOAY
BUNPOOYBaHHS, AKLWO a/IbTEPHATVUBHUIA METOL,
BUNPOOYBaHHA BXe 3aTBEPMAKEHO)(BUTYYEHHS
meToay NIR-igeHTudikaljii gns nakrosun
MOHOTriApaTy, MarHito kapboHaTy OCHOBHOroO
NeTKOro, HaTpito KpoxmManbraikonaty (tvn A),
MarHito cteaparty); 3MiHu | Tuny: 3MiHM 3 AKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BUNPOBYBaHHSA)(«PO3UMHEHHS»); 3MiHUM | TUNy:
3MmiHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudiikaT BignoBigHOCTI EBpONenchbkili
thapmakonei/MoHorpadii. MogaHHsa HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWyYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Yy BUPOOHWLTBI
A®I; onsa fONOMIXHOT pevoBuHY (cepTuddikat
BiNOBIAHOCTI E€Bponelicbkilii hapmakonei) -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
OHOoBEHWI cepTUdIKaT Bif YXe 3aTBEpXEHOro
BUpo6HuKa(R1-CEP 2007-337-Rev 00); 3miHu |

Tmny: 3MiHK 3 siKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiit hapmakonei/moHorpadii. MogaHHA

HOBOro abo OHOB/IEHOro cepTucpikata
BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHoOro
mMarepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0

BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[onomikHoi peyoBuHu (FE-cepTudikar
BiAMOBIAHOCTI €Bponeiickkili hapmakonei ans
Adl/BnxigHOro MaTepiany/peareHTy/npomMiKHOro
npoaykTy abo AONOMDKHOT pEYOBUHN) -
OHOBMeHWi cepTudikaT Bif, BXe 3aTBEPAKEHOr0
BUpo6HuKa(R1-CEP 2003-172-Rev 01); 3MiHu |
TMny: 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MeX roTOBOrO /iKapCbKOro 3acoby (BHECEHHS 3MiH
y [AOCbE ANS NPUBELEHHS Y BiANOBIAHICTb A0
3arasibHoi cTarTi 2.9.40 «OgHOopIgHICTL

[030BaHVX oAnHMLUB» OPY/EBponeiickKol
chapmakonei 3amiCTb 3aTBepYKEHNX 3arasibHUX
cTareli 2.9.5 «OgHopigHicTb Macu» Ta/abo 2.9.6

«OfHOPIAHICTb f03U»)(TepMHi BBEAEHHS 3MiH

NPOTAroM 3-X MiICSILLB MIiCNA 3aTBEPAKEHHS);

3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3MmiHa y MmeTofax BUNpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (OHOBMEHHS Npoueaypy
BMNPOGYBaHHA A1 NPUBELAEHHS Y BiANOBIAHICTD 3i
3MiHEHOH0 3arasibHOo cTatTeto 4dY abo
€Bponelicbkoi hapmakonei); 3MiHu | Tuny: 3miHn

3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb

roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax

BMNPO6YBaHHA rOTOBOrO NiKapcbKoro 3acoby (iHLi
3MiHM Yy MeTofax BUnpobysaHb (BKI0Haoun
3amiHy abo gonoBHeHHs))(p. «KinbkicHe

BU3HAUYEHHS»); 3MiHW | TUNY: 3MiHW 3 SKOCTI.

[OTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO

nikapcbKoro 3acoby. 3MiHa y meTogax

BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby

(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax

BMNpoGyBaHHS)(iAeHTudikauis nog/iiogaT); 3miHu

Il TNy - 3MiHK Woao 6e3nekn/etdeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KopoTkii
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 4N MeAnYHOro
3aCTOCYBaHHSA y 3B’A3KY i3 HOBYMM AaHUMK 3
SAKOCTi, AOKAIHIYHUMU, KNIHIYHMW gaHUMKU Ta
LaHumn 3 hapmakoHarnsagy (3MiHu 4o iHCTPYKUiT y
po3ain "Moka3aHHs" - BigpegaroBaHo
TepMiHosorito po3ainy (6e3 3miH iHhopmauii no
cyTi) 3a pekomeHAauier/3ayBaXXeHHAM ekcnepTa
KOHCY/IbTaT/BHO-EKCNEPTHOT rpynu;
"®apmakoTepaneBTuyHa rpyna” (HasBy rpynu
npuBeAEeHO Y BIAMNOBIAHICTb A0 KNacudikaTopa
thapwm.rpyn i kogis ATX BOO3; kog ATX HaBefieHO
y 3aTBEpMKEHIili pedakuii - K Takiid, Wwo
Bignosigae knacudikaropy), "3actocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaao”,
"Cnoci6 3acTocyBaHHS Ta A03U" (YTOYHEHHS
TepmiHonoril BiANOBIAHO A0 OHOB/IEHOrO PO34iny
"Moka3aHHs"), "MepenosyBaHHA", "MO6IYHI
peakuii”, “TepmiH npugaTHocTi", "YMOBM
36epiraHHa") (TepMiH BBEAEHHS 3MiH NPOTArom 3-
X MicALiB Micnsa 3aTBEPKEHHS)
111. | AOHOCTEPWUN | po3uuH gns dpeseHiyc HimeuyunHa ®peseHiyc Kabi JoinunaHa HimeuunHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 3a UA/0950/01/01
iHcpysiin, no 500 Kabi m6X 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBMIA NiKapCbKUii peuyenmom
MY h1aKOHi, [oliunang, 3aci6. CtabinbHICTb. 3MiHa y TepMiHax
no 10 chnakoHiB M6X npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
Y KapTOHHil NiKapcbKoro 3acoby (3MeHLIEHHA TePMiHY
Kopo6ui, no 500 npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [ns
M1y MiLKy TOProBOi YNaKoBKW (3MEHLLEHHS TEPMiHY
Freeflex Nel NpUAATHOCTI FOTOBOrO J1iKAPCLKOro 3acoby y
nnacTvkoBomy hnakoHi (3aTBepaKeHo: 5 pokis y
nnacTvkoBomy oniakoHi, 3 poku y Miwkax Freeflex;
3anpornoHoBaHo: 3 pokw)
112. | IBOTPEKCUH renbno30ry nakcoCwmitKn Benvka Cricben NabopaTopis Ipnangis BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/6997/01/01
Ty6i, no 1 Ty6i B AiH EkcnopT BpuTaHis (lpnaHgis) N4, 3MiHK | TUNY - NOAAHHSA OHOBNEHOTO cepTudikaTa peyenmom
KapTOHHIl Nimiteq R1-CEP 2003-129-Rev 00 ansi epuTpoOMiLMHY Bif
Kopoobui B)XE 3aTBEP/)KEHOro BUPOBHMKa
113. | IMOBAH® Tabnetku, Bkputi | TOB "CaHodi- Ykpaina CaHodpi BiHTpon IHpacTpia PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/5634/01/01
060/10HKOI0, N0 ABeHTiC 3MiHU | TUMY - NOAAHHA OHOB/IEHOTO cepTudikara peyenmom
7,5 mr Ne 20 YkpaiHa" R1-CEP 1996-016-Rev 11 Ta R1-CEP 1996-016-
(20x1) y Rev 12 Big BXe 3aTBEPAXEHOTO BYPOGHMKA
6nictepax
114. | IHCANIOT- cnpeit ans ToBapucTBO 3 YkpaiHa ToBapncTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 6e3 UA/10947/01/01
3400POB'A poTtoBoi 06MeXeHo BiANOBIAA/ILHICTIO 3MiHu | TUNYy - 3MiHa po3mipy cepii (BktoUatoun peyenma
®OPTE 3 NMOPOXHWHU NO BiANOBIAaA/bHI "apmaLeBTMYHa KOMMaHis Aiana3oH po3Mipy cepii) roToBOro /ikapcbKoro
POMALLKOLO 30 mny 6anoHi 3 CTHO "3popos's" 3aco0y - BBe,EHHS 40AATKOBUX PO3MipiB cepili
KnarnoHom- "@apmaueBTun nikapcbKoro 3acoby Ans aitoyoro uexy ®XLi
Hacocom 3 YHa KoMnaHis (ainbHUUs MPTPCIA)
HacajKoto- "3p0pos'a”
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
posnunoBavemM
Ta 3aXUCHUM
KOBMAYKkoM y
Kopo6ui; no 50
MY hnakoHax
Ne 1 3 opanibHUM
po3NVOBaIbHN
M NPUCTPOEM Ta
3aXMCHUM
KOBMaykoM y
KopooLi
115. | IHOOBEHON renbno40ry My6niuHe Ykpaina My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaliitHux maTepiasis: 6e3 UA/2152/01/01
Ty6i; no 1 Ty6i B akuioHepHe ToBapucTBO "HaykoBo- 3MiHM | TUNY - NpuBeAeHHs cneundikauii Ta peyenma
nauui 3 kKapToHy TOBapMCTBO BUPOBHWYMIA LIEHTP MeToAy BUNPOOYBaHHS Ajit040i PeHOBUHM
"HaykoBo- "BopLyariBcbkunii XiMiko- iHgomMeTauuH 3a n. «CynpoBigHi 4OMILLKN» Y
BMPOBHUYNIA thapmaueBTUYHWIA 3aBoa" BiANOBIAHICTb A0 BUMOT EP; 3miHu Il TUny - 3amiHa
LeHTp BUPOGHMKA Ajto40T pevyoBUHN iHAOMEeTaunH
"BopLuariBcbk
uii Ximiko-
thapmaueBTuy
HWIi 3aBo4”
116. | IHPYNrAH pPO34MH ons TOB "tOpis- Ykpaina TOB "tOpia-®apm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/11955/01/01
iHcpysin 10 Papm" 3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTUBHOCTI peuyenmom

mr/mn, no 20 mn,
50 mn a6o 100
M/1 B NASALWLI; N0
1 nnswyi B navui
3 KapTOHY

Ta thapmakoHarnsgy. 3MiHa y KOpOoTKiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT ANsi MeAnYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekmn NikapCbKoro
3acoby, abo focnimkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpauiiiHui
nepiog, abo sk pe3ynbTaTt OLUiHK/ 3BiTYy 3
LocnimpkKeHb, NPOBeAEHMX BiANOBIAHO A0 NaHy
neajatpnyHnx gocnigxens (PIP) (3mMiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
OopraHomMm) (3MiHM A0 IHCTPYKLT y po3ainu:
dapmakonoriyHi BAacTUBOCTI. MNoka3aHHs.
MpoTtunokasaHHa. OcobnmBi 3axoam 6e3neku.
B3aemopis 3 iHLWMMKM Nnikapcbkumu 3acobamu Ta
iHWi BMAW B3aemogiin. OcobnmsocTi
3acTocyBaHHA. 3aCToCyBaHHA B Nnepiog, BariTHoCTi
ab6o rogyBaHHa rpyaato. Cnocib 3acTocyBaHHA Ta
[o3u.

[Oitn. Mo6iyHi peaxuii, 3rigHo 3 iHhopMaLjieo Woao
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
(PERFALGAN 10 mg/ml, solution pour perfusion
BRISTOL-MYERS SQUIBB, He 3apeecTpoBaHuii
B YKpaiHi) Nnikapcbkoro 3acoby. 3aTBepiXeHHs
KOpOTKOI xapaktepuctuku) (TepmiH BBEAEHHSA 3MiH
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
NPOTAroM 3-X MiICSILB MIiCNA 3aTBEPAKEHHS);
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapcbkoro 3acoby, BkIoYaoun
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJO SKOCTI. (AisfIbHICTb, 3a Ky BiANoBigae
BMPOGHUWK/iMNOpTEpP, BK/OUAKOUM BUMYCK Cepili)
(3miHa agpecu BUPOGHYMKa, 6€3 3MiHN MicLA
BMPO6GHMLITBA 06GYMOB/IEHO 3MIHOKO HOPUANYHOI
aapecu Ha thakTnyHy agpecy BUPOGHMKa
(NpviBEAEHHS Y BIANOBIAHICTb [0 AOKYMEHTIB
BMPOGHMKA, MiLEeH3ii Ha BUPOGHNLTBO Ta
ceptudpikaty GMP) TepMiH BBEAEHHSA 3MiH
npoTArom 3-x MicsuiB NicNs 3aTBEPAKEHHS
117. | KAPBIYM TabneTku no AngoreH IMKo | Jllokcembypr C.K. NNabopmep-Papma C.A. PymyHis BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a UA/13976/01/01
6,25 mr no 15 C.ap.n 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0cobM, peyenmom
TabneTok y BiANOBIAA/IbHOI 3@ 34iiCHEHHA dhapmakoHarnagy;
6nictepi; no 2 KOHTaKTHOI 0co6U 3 chapmakoHarnsgy 3asaBHMKa
6nictepn y [ONA 34iiCHEeHHsT hapMakoHarisay B YkpaiHi
KapTOHHIM nayui (BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu
dhapmakoHarnsgy
118. | KAPBIYM Tabnetkn no AnBoreH IMNKo | Jllokcembypr C.K. Nabopmea-dapma C.A. PymyHis BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/13976/01/02
12,5 mr no 15 C.ap.n 3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw, peyenmom
TabneTok y BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
6nictepi; no 2 KOHTaKTHOT 0CO6M 3 chapmakoHarnsay 3asiBHuKa
6nictepu y [ANA 34jiiCHeHHsT dhapMakoHarisay B YkpaiHi
KapTOHHIM nayi (BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
pO3MilLeHHi MacTep-ghaiina cuctemu
dhapmakoHarnsgy
119. | KAPBIYM Tabnetku no 25 AnBoreH IMNKo | Jllokcembypr C.K. Na6opmea-Papma C.A. PymyHis BHECEHHS 3MiH 0 peecTpaLiitHux maTepianis: 3a UA/13976/01/03
Mmr no 15 C.ap.n 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0Co6M, peyenmom
TabneTok y BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
6nictepi; no 2 KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3assHUKa
6nictepn y 0N 34jiCHEHHsT chapmakoHarnsay B YKpaiHi
KapTOHHI navui (BK/TIHOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-haiina cuctemm
dhapmakoHarnsgy
120. | KAPAICENB® Tabnetku, Bkputi | MAT "dapmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: Ne 30 - 6e3 UA/14585/01/01
NNiBKOBOO 3MiHn | TUNY - AgMIHICTPATVBHI 3MiHW. 3MiHa peyenma,; Ne
o060s10HKo0 150 Has3BM NikapcbKoro 3acoby (3MiHa Ha3BM rOTOBOTO 50 - 3a
Mr Ne30 (10x3), nikapcbKoro 3acoby (6yno - KAPAICEVIB) (Tepmin peuyenmom

Ne50 (10x5) y
6nictepax B
nauui

BBEIEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHN y nNpoLeci BUPO6HMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKAKYaKUM NPOMDKHUM
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Kpaina

Ymosu
Bionycky

Peecmpayitina npoyedypa

NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHWLTBI
roTOBOro Nikapcbkoro 3acoby (iHLUi 3MiHK)
CynyTHS 3miHa

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

- 3miHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (40NoMiXHUX
peyoBMHax) roToBOro /iKapCbKoro 3acoby (iHLwui

3MiHW) (Y 3B’AI3Ky 3 HE330BINIbHOK MVHHICTIO
macu gna TabneTyBaHHA MoripwyeTbCa

TEXHOSIOTIYHI MOKa3HVKM npouecy TabneTyBaHHs,
LLI0 MPV3BOAWTL A0 BEMKOT PO36iXXHOCTI MO
cepefHili maci TabneTok (Bif HWKXHLOT MeXi A0
BEPXHbLOI) Ta 3HKEHHIO LUBUAKOCTI
TabneTyBaHHs. 3 METOIO NOKpaLLeHHs thapmako-

OTpUMaHHA TabneTok, a came npsame npecyBaHHA

TEXHOMOTIYHMX NOKa3HWKIB Macu As
TabneTtyBaHHs, 6ysa 3MiHEHa TEXHO/OrISA

3aMiHEHO Ha BOJIOTY rpaHyfisLiio. 3a
3anponoHOBaHOI TEXHO/OTIED NPOBOAUTLCA
BOJIOra rpaHynALis JONOMKHUX PEYOBUH, a
aueTuncaniuunoBa KuCnoTa fo4aeTbCs A0
rpaHynATy B CyxXoMmy BUTNSAi nepes
OnMyApIOBaHHAM Macu 415 TabneTyBaHHSA. Y
3B’A3KY i3 3MiHOK TEXHOJ0TiT, 3MIHIETLCA CKag,
L0MOMDKHMX peyoBuHM B /13, a came Tun
MIKPOKPUCTa/TIYHOI LieNo103n, Tak sk 415 Boorol
rpaHynsuii BUKOPUCTOBYHOTb MIKPOKPUCTaNIYHY
uentonosy 101 (g9 NpsAMOro npecyBaHHs —
MiKpOKpUCTasTiuHy uentonosy 200), a Takox 3i
cknafy npenapary BUIy4eHO AOMOMiXHY
PEYOBUHY - KPEMHIIO [iOKCUJ, KONOIAHWIA
6e3804HMIA); 3MiHN | TUNY - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHa po3mipy cepii (Bk/IOYatoumn giana3oH
po3Mmipy cepii) roTOBOro MikapcbKoro 3acoby
(36inbLUeHHs A0 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIPOM) (36iNbLUEHHS PO3MIpY
cepii MN3y 2 Ta 4 pa3u NOPIBHSAHO 3
3aTBepXeHM po3MipoM cepii npenapaTy); 3MiHu
| Tny - 3miHKW 3 siKoCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTummx
MeX roTOBOrO /liKapCbKOro 3acoby (BHECEHHS 3MiH
y [OCbE ANS NPUBEAEHHS Y BiANOBIAHICTb A0
3arasibHoi cTarTi 2.9.40 «OgHOopIgHICTL
[1030BaHVX oAnHMLUB» OdY/EBponeiickkol

chapmakonei 3amiCTb 3aTBepIKEHNX 3arasibHUX
cTareli 2.9.5 «OfHopigHicTb Macu» Ta/abo 2.9.6
«OfHOpIgHICTb f03K») (po3ain «OAHOopIgHICTb
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
Macu» 6ys10 3amiHeHO Ha po3ain «OgHOpIAHICTL
[,030BaHNX OAMHULb>» 3rigHO BUMOr AdY ans
OAVHWML [,030BAHOIO NiKapcbKoro 3acody. Ans
'N3 BM3HAYeHHA nokasHuka «OfHOPIfHICTL
[1030BaHNX OfMHWLb» NPOBOASATb PO3PaxyHKOBO-
BaroBMM MeTo40M)
121. | KAPAICENB® Tabnetku, Bkputi | MAT "dapmak” YkpaiHa MAT "®apmaxk” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: Ne 30 - 6e3 UA/14585/01/02
NNiBKOBOIO 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuenma; Ne
060/10HKOK 75 Ha3BW NikapCcbKOro 3acoby (3miHa Ha3BW rOTOBOrO 50 - 3a
Mr Ne30 (10x3), nikapckkoro 3acoby (6yno - KAPICENB) (TepMiH peyenmom

Ne50 (10x5) y
6nictepax B
nauui

BBEEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHNM Y BUPOOHULITBI.
3MiHM y npoueci BUPOBGHULITBA TOTOBOIO
niKkapcbKoro 3acoby, BKIOUAKUM NPOMDKHUM
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHWLTBI
roTOBOrO NikapcbKoro 3acoby (iHLUi 3MiHK)
CynyTHS 3miHa
- 3miHu 3 gKocTi. FoToBMIA Nnikapcbkuii 3aci6. Onuc
Ta cknaj. 3miHa y cknagi (40NoMiXHUX
peyoBMHax) roToBOro /iKapcbkoro 3acoby (iHLwui
3MiHM) (Y 3B’I3KY 3 HE3a0BI/TLHOK M/IMHHICTIO
macu ana TabneTyBaHHA MoripwyeTbCa
TEXHOSIOTIYHI MOKa3HVKM npouecy TabneTyBaHHs,
LLI0 MPV3BOAWTL A0 BEMKOT PO36iXXHOCTI Mo
cepefHili maci TabneTok (Bif HWXHLOT MeXi A0
BEPXHbLOI) Ta 3HWKEHHIO LUBWUAKOCTI
TabneTyBaHHs. 3 METOIO NOKpaLLeHHs thapmako-
TEXHOMOTIYHMX NOKa3HWKIB Macu As
TabneTtyBaHHsl, 6y/s1a 3MiHEHA TEXHO/IOTIS
OTpPVMaHHs TabneTok, a came npsiMe NpecyBaHHsA
3aMiHEHO Ha BOJIOTY rpaHyfisLiio. 3a
3anponoOHOBaHOI TEXHO/IOTIED NPOBOAUTLCA
BOJIOra rpaHynALis AONOMIKHUX PEYOBUH, a
aueTuncaniuunoBa KUCIoTa A04a€ETbCS A0
rpaHyniATy B CyXoMy BUTNSAi nepes
OnyApIOBaHHAM Macu Ans TabneTyBaHHSA. Y
3B’A3KY i3 3MiHOK TEXHO/OTiT, 3MIHIETLCA CKag,
[0MOMDKHMX peyoBuHM B /13, a came Tun
MIKPOKPUCTa/TIYHOT LieNono3n, Tak sk 415 Boiorof
rpaHynsLii BUKOPUCTOBYHOTb MIKPOKpUCTaNiYHY
uentonosy 101 (19 NpsIMOro npecyBaHHS —
MiKpOKpUCTasTiuHy uentonosy 200), a Takox 3i
cknafy npenapary BUIy4eHO AOMOMiXHY
PEYOBUHY - KPEMHIIO AIOKCUT, KONOIAHWI
6e3804HMIA); 3MiHN | TUNY - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHa po3mipy cepii (BkIYakumn giana3oH
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

pO3Mmipy cepii) roTOBOro MikapcbKoro 3acoby
(36inbLUeHHs A0 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIPOM) (36iNbLUEHHS PO3MIpY
cepii FN3y 2 Ta 4 pa3u NOPIBHSAHO 3
3aTBepXeHM po3MipoM cepii npenapaTy); 3MiHu
| Tny - 3miHKW 3 siKoCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTummx
MeX roTOBOrO /liKapCbKOro 3acoby (BHECEHHS 3MiH
y [OCbE ANS NPUBEAEHHS Y BiANOBIAHICTb A0
3arasibHoi cTarTi 2.9.40 «OgHOopIgHICTL
[1030BaHVX oAnHMLUB» OdY/EBponeiickkol
chapmakonei 3amiCTb 3aTBepIKEHNX 3arasibHUX
ctareli 2.9.5 «OfHopigHicTb Macu» Ta/abo 2.9.6
«OAHOPIgHICTb [03K») (po3ain «OAHOPIAHICTb
Macu» 6ys10 3amiHeHO Ha po3ain «OgHOpIAHICTL
[,030BaHNX OAWHWLb>» 3rigHO BUMOT AdPY ans
OAVHWL [,030BAHOIO MiKapcbKoro 3acody. Ans
'N3 BM3HAYeHHA nokasHuka «OfHOPIfHICTL
[1030BaHNX OAVHNLIb» NMPOBOAATH PO3PaxyHKOBO-
BaroBMM MeTo40M)

122,

KATEDKE/b 3
NIAOKAIHOM

renbno 125ry
wnpuy-Ty6ax Ne
1, Ne 5, Ne 25

dapmaueyTill
e habpik
MoHTasiT
M6X

ABCTpIst

MoHTaBIiT M'M6X

dapmaueyrTile dabpik

ABCTpist

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis:
TEXHiYHa NoOMW/IKa CTOCYETLCA Nepeknagy BUMor
MoHorpadii 5.1.5 Esponelicbkoi dhapmakonei, Lo

6yna gonyuieHa y cneuudikauii Ha MOMEHT

BWMYCKY Npu 3aTBepxeHi MeTogiB KOHTPONIo

SIKOCTi FOTOBOrO J1iKapCbKOro 3acoby

3a
peyenmom

UA/4660/01/01

123.

KIMALIEE®®

MOPOLLOK A5
pO34nHy AnA
iH'ekyinno 1,5r
y thnakoHax Ne 1

NAT
"Kuismegnpen
apat”

YKpaiHa

MAT "Kvnismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHuM | TUNY - BBEAEHHA abo 3MiHu 0
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy (Bk1oYatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM Yy po3MilLleHHI MacTep-haiina
cucTeMun papmakoHarnsgy

3a
peyenmom

UA/0501/01/01

124.

KIMALEE®®

MOPOLLOK ANA
po34nHy AnA

iH'ekuin no 0,75
y thnaxkoHax Ne 1

MNAT
"Kuismegnpen
apart”

YKpaiHa

MAT "Kvnismegnpenapar”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHW | TUNY - BBEAEHHA abo 3MiHW A0
y3ara/ibHeHUX JaHnx nNpo cuctemy
hapmakoHarnsgy (BK14atoum KOHTaKTHI AaHi)
Ta/abo 3MiHM Yy po3MilLleHHI MacTep-chalina
cucTeMun hapmakoHarisgy

3a
peyenmom

UA/0501/01/02

125.

KMTIMEH®

KOMGi-ynakoBka:
TabneTtkn, BKpUTI
060/10HKOI0, Ne
21 (TabneTku,
BKpUTI
060/10HKOH0,
6i710r0 KoNbopy
no 2 mr Ne 11 +
TabneTkn, BKpUTI

AnsoreH IMNMKo
C.ap.n

IMokcembypr

NE3-/TAHHOW

Oenbchapm Ninnb CAC - NYC-

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3Mminu | TUNY - 3MiHK Wwoao 6esneku/edeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy
thapmakoHarnsgy (BeAeHHS y3araslbHEHNX AaHUX
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3pjiicCHeHHs hapmakoHarnagy; KOHTaKTHOT ocobu 3
hapMakoHarnsay 3asiBHMKa A0s 34iNCHEeHHs

3a
peyenmom

UA/4856/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
060/10HKOH0, chapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
poXxeBoro Bif, yNOBHOB&XeHOT 0co6MU, BiANOBiJabHOI 3a
Konoopy, 2 mr/l 3AilicCHeHHs hapMakoHarnagy (BKYarum
mr Ne 10) y KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
6nictepi MacTep-halina cuctemu papMakoHarnisay)
(TepMiH BBEAEHHS 3MiH MiCNs 3aTBEPAKEHHS
3MiHM 3as1BHMKA); 3MiHKM | TMny - AOMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
NpoBafKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /iKapPCbKOro 3acoby, BKIoYaun
OinbHWLI BUNYCKy cepii abo Micue npoBefeHHs
KOHTPO/O AKOCTI. (AisNIbHICTb, 3a Ky BiAnosigae
BMPOGHMWK/IMNOpPTEp, BK/IOYAKYM BUMYCK Cepili)
(3MiHa HallMeHyBaHHsA Ta agpecu BUpobHuka 13
6e3 3MiHN MicLA BUPOBHMLTBA — NPUBEAEHHS Y
BiANOBIAHICTb 4O AOKYMEHTIB BUPOOHWMKA, NiLeHsii
Ha BMPOGHMLTBO Ta cepTudpikaty GMP.
Brpo6Huya finbHUUA, HaliMeHyBaHHS Ta agpecy
SIKOT 3MiHEHO, Ta BCi BUPOGHMUYI onepauii
3aMWalTbCA HE3MiHHMMK) (TepMiH BBEAEHHS
3MiH NPOTAroM 6-TW MicAILiB NicNs 3aTBEPMKEHHS);
3miHa 3asBHMKa (BNacHvKa peecTpauiiHoro
noceigueHHs) (3rigHo Hakasy MO3 Big, 23.07.2015
Ne 460) (TepMmiH BBELIEHHS 3MiH NPOTArOM 6-Tn
MicsILiB Mic/1a 3aTBepAKEHHS)

126. | KNIMOHOPM Tabnetku, Bkputi | AnsoreH IMKo | Jliokcembypr Baiiep Baiimap Mm6X i Ko. KI HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/3008/01/01
060/10HKOI0, Ne C.ap.n 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 peyenmom
21 (Tabnetkm, y3ara/ibHeHUX JaHnx Npo cuctemy
BKPUTI dhapmakoHarnsgy (BefeHHs y3araslbHEHVX AaHUX
060/10HKOI0, MO 2 npo cuctemy dapmakoHarnsgy, sMmiHa
mr Ne 9 + YMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a
TabneTkn, BKpUTI 3[jiCHEHHSs1 hapMakoHariaay; KOHTaKTHOI ocobu 3
060/10HKOI0, MO 2 thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
mr/0,15 mr Ne hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa
12) y 6nictepi Bif, yNOBHOB&XeHOT 0cO6MU, BiANOBiAabHOI 3a

3AiicHeHHs hapmakoHarnsay (BkIvaun

KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI

mMacTep-gpaiina cuctemu hapmakoHarnsay) -
3MiHa KOHTaKTHUX faHnX YNOBHOBaXeHOi 0cobu
3asBHUKA Ta KOHTaKTHOT 0co6u. 3MiHa HoMepa Ta
MicLie3HaxoMkKeHHs1 MacTep-haiina. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
dhapmakoHarnsgy

127. | KnoAais Tabnetku, Bkputi | AnsoreH IMKo | Jliokcembypr BMPOBOHULITBO, NEPBUHHE, Ta Ipeuis BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3a UA/13673/01/01
NAiBKOBOO C.ap.n. BTOPVHHE NakKyBaHHSA, BUMYCK 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 peyenmom
060/10HKOI0, NO cepii: PAPMATEH C.A., y3arasibHeHuUX gaHux npo cuctemy
75 mrno 10 I'peuis; BUPOGHULTBO, hapmakoHarnsay (Bk1Uatoum KOHTaKTHI AaHi)

TabneTok y nepBUHHE, Ta BTOPUHHE Ta/ab0 3MiHKN Yy pO3MiLLEHHI MacTep-chainna
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
6nictepi; no 3 nakyBaHHS, BUMYCK Cepil: crucTeMun dpapmakoHarnsagy
6nictepu y nauui SAPMATEH IHTEPHELUHN
3 KapToOHY C.A,, peuis
128. | K/TIO®ENIH-3H TabneTku no TOB YkpaiHa TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a UA/7640/02/01
0,15 mr Ne 30 "XapkiBcbke hapmMavueBTUYHE 3MiHuM | TUNY - BBeAEeHHA abo 3MiHu 0 peuyenmom
(10x3), Ne 50 hapmaneBTuy nignpveMcTBo "340poB'sa y3araJlbHeHNX AaHux npo cucrtemy
(10x5) y He Hapoay" thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
6nictepax nigNPUEMCTBO Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
"300poB'a cuctemu chapmakoHariagy
Hapoay”
129. | KOAKT TabneTkn, BKpUTI Aypob6iHao IHais AypobiHao ®apma /114 IHais BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasnis: 3a UA/13907/01/01
NNiBKOBOIO Papma /114, TEeXHiYHa MOMUJIKa B METOAaX KOHTPOJIHO SAKOCTI 3a peyenmom
o6onoHKoto, 875 NOKa3HNKOM «KiflbKiCHe BU3HAYEHHSI»
Mmr/125 mr no 5
TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHIi
Kopo6ui
130. | KOAKT TabneTkun, BKPUTI AypobiHao IHAiA AypobiHgo ®apma J1g, IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13884/01/01
NMiBKOBOIO dapma N11g TeXHiuHa NoOMW/IKa B MeTofax KOHTPOJIO AKOCTI 3a peyernmom
o060n0HKoto, 500 NOKa3HNKOM «KiflbKiCHe BU3HAYEHHSI»
Mr/125 mr no 5
TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI
Kopobui
131. | KOAETEPN Tabnetkn Ne 10 TOB YkpaiHa TOB "Xapkicbke YkpaiHa BHECEHHS 3MiH [0 peecTpaujiitHux maTepiasis: 3a UA/3563/01/01
(10x1) y 6nicTtepi "XapkiBCcbke hapmaLeBTUUHE 3MiHM | TUNY - BBEAEHHS abo 3MiHV A0 peyenmom
thapmaueBTuy nianpuemMcTBo "340pOB'A y3arasibHeHUX JaHux Npo cucTemy
He Hapogay" hapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
nignpreMcTBo Ta/abo 3MiHM y po3MiLLeHHI MacTep-daiina
"340poB'a cuctemu chapmakoHarnagy
Hapoay"
132. | KOOETEPM H Tabnetkmn Ne 10 TOB YkpaiHa TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasiis: 3a UA/3563/01/02
(10x1), Ne 20 "XapkiBcbke hapmMavueBTUYHE 3MiHuM | TUNY - BBeAEeHHA abo 3MiHu 0 peuyenmom
(10x2) y hapmaneBTuy nignpveMcTBo "340poB'sa y3araJlbHeHNX AaHux npo cucrtemy
6nicTepax He Hapoay" thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
nigNPUEMCTBO Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
"300poB'a cuctemu chapmakoHarisgy
Hapogy”
133. | KOATEPMNIH Tabnetku, no 10 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 404aTKOBOIO YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3a UA/8689/01/01
IC® TabneToky [0[aTKOBOK BignosiganbHicTio "IHTEPXIM" 3MiHM | TURY - 3MiHW 8O IHCTPYKUIT NS MeanYHOro peyenmom
6nictepi; no 1 BignoBigasbHi 3acToCyBaHHA y po3ainu: MNpoTrnokasaHHs.
6nictepy B CTIo Mo6iyHi peaxuii. Nepeno3yBaHHA. 3acTOCyBaHHA y
nauuj; no 10 "IHTEPXIM" nepiog, BariTHoCTi abo rogyBaHHs rpyaato. it

TabneTok y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
bnictepax
134. | KOPUHDPAP® Tabnetkn, TeBa I3painb [,03BiN Ha BUNYCK cepii: HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiis: 3a UA/9902/01/01
YHO 40 NPOIOHrOBaHO| dapmaueBTika Mepkne 'm6X, HimeyunHa; LLsenuapis 3MiHM | TURY - 3MiHW 8O IHCTPYKUIT NS MeaNYHOro peyenmom
4ii, no 40 mr no n lHaacTpi3 BMPOGHULITBO Hepo3diacoBaHol 3acTocyBaHHs y po3ainu: "OcobnmBocCTi
10 Tabnetok y nra. npoaykuii, nepBnHHa Ta 3acTocyBaHHA", "3acTocyBaHHs y nepiog,
6nictepi; no 2 BTOPVHHA ynakoBKa: ApeHa BariTHocTi abo rogysaHHs rpyaat”, "MobiyHi
abo no 5, abo no dapmacbloTrkans MrvéxX, peakujii" 3rigHO 3 OHOBMEHOI iHhopMaLieto 3
10 6nictepiB y LLiBeiiuapis 6e3nekun 3acTocyBaHHA HicheanniHy.
Kopoo6ui BBegeHHA 3MiH npoTArom 3-x micsAuiB nicnsa
3aTBEPAKEHHSA
135. | KPUHOH refib Apec Tpeiginr | LWBeiiuapis BMPOGHUK Hepo3hacoBaHol Benukobputanis BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasnis: 3a UA/3490/01/01
BariHanbHWin 8 % C.A. NpPOAyKUii Ta KOHTPO/b AKOCTI: / Wseliuapis 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudlikara peyenmom
no 1,45 r (wo ®nit Nlabopartopis Jlimites, R2-CEP 1996-017-Rev 05 Big BXe
Bignosigae no3i Benuko6putaHisi; KOHTPO/Ib 3aTBEPKEHOIO BUPOBHMKA
019 BBELEHHA AKOCTi: Xep4 MaHgi PivapacoH
1,125r1) B NimiTea, BenukobpuTaHis;
0[HOA,030BOMY nepBUHHA ynakoBka: Maponak
annikaropi, no 6 ar, LLisefiuapisi; BTOprHHA
a6o 15 ynakoBka Ta BUnycK cepit:
0[IHOA,030BMX LleHTpan ®apma (KoHTpakT
annikaTopis y Mexinr) Mivitesa,
KapTOHHIi BenukobpuTaHis
Kopobui
136. | JIA3O/IBAH® nactunkm no 15 BepiHrep HimeyunHa BUPOOGHMLTBO, NaKyBaHHS, HimeuunHa BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 6e3 UA/3430/05/01
mr, no 10 IHrenbxaim MapKyBaHHA Ta KOHTPO/b 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw, peyenma
nacTuIoK y IHTEepHeLHN AKOCTI (32 BUHATKOM TecTy BiiNOBIAaNbHOI 3a 3[jiiCHEHHS hapmakoHarnsaay;
6nictepi; no 2 6eX "Mikpob6ionoriyHa uncrora”): KOHTaKTHOT 0CO6U 3 chapmakoHarnsagy 3asiBHMKa
abono 4 Bonpgep ApuHaiimitTens Mi6X [ONA 34iiCHeHHs dhapMakoHarsay B YkpaiHi
6nictepu y eHf Ko. KI', HimeuuunHa; (BK/TIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
KapTOHHIN KOHTPO/Tb SIKOCTI (MLe 3a pO3MilLEeHHI MacTep-haiina cuctemm
KopooLi TecTtom "MikpobionoriyHa hapmakoHarnsgy
ynctoTa"): bioXem J1s60p trop
Bionoriwe yHa Xewmiwe
AHaniTik F'mM6X, HimeuuunHa;
BUMYCK cepii: bepiHrep
IHrenbxanm ®apma M6X i
Ko.KT, HimeuunHa
137. | NA3OPVH® cnpeii Bepinrep HimeuunHa IcTityTO fAie Anxeni C.p.n. ITanis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/3590/01/01
HasasibHuiA, 1,18 IHrenbxainm 3MiHM | TURY - 3MiHa YNOBHOB&aXKEHOT 0cobw, peyenma
mr/mn no 10 mn IHTEepHeLHN BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
Yy CKNAHOMY 6X KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asiBHMKa
6asToHUMKY 3 ONA 34jiiCHeHHs dhapMakoHarisaay B YkpaiHi
[03y0UnM
NpUCTPOEM; no 1
6as10HUVKY B
KapTOHHIl
Kopobui
138. | IAP®DIKC TabneTkun, BKpUTI KYCYM IHais Kycym Xentxkep MBT /T4 IHais BHECEHHS 3MiH A0 peecTpauiiHux maTepiaiB: 3a UA/12330/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
060/10HKOI0, N0 4 XENTXKEP 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHK. 3MiHa peyenmom
mr Ne 30 (10x3) NBT. NTA. HalilMeHyBaHHs Ta/abo agpecy Micus
Ta Ne 100 NpoBafKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
(10x10) y rOTOBOrO JliKapCbKOro 3acofby, BK/IYakoum
6nictepax y OinbHULI BUNYCKy cepii abo Micue npoBefeHHs
Kopoo6ui KOHTPO/O AKOCTI. (AisNIbHICTb, 3a 5Ky BiAnosigae
BMPOGHMWK/iMNOpPTEp, BK/OYAKYM BUMYCK Cepili)
(3MiHa HalilmeHyBaHHs Ta afpecu BUpobHuKa, 6e3
3MiHM Micus BUpo6HuuTBa) (TepmiH BBEAEHHS
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPAXKEHHS);
3MiHY | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnagy (iHwi 3miHu) (3miHa
rpadivyHNX 306paxeHb NePBUHHOT Ta BTOPUHHOI
yNakoBOK Ha TEKCT MapKyBaHHSA NepBUHHOT Ta
BTOPUHHOI ynakoBokK) (TepmiH BBeAEHHS 3MiH
NpPOTArom 6-TM MicALIB Nic/1A 3aTBePAKEHHS)
139. | NIAP®IKC TabneTkn, BKpUTI KYCYM IHais Kycym Xentxkep MsT /114 IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3a UA/12330/01/02
060/10HKOI0, M0 8 XENTXKEP 3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa peyenmom
mr Ne 30 (10x3) MNBT. NTA,. HalilMeHyBaHHs Ta/abo agpecy Micus
Ta Ne 100 NpoBaPKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
(10x10) y rOTOBOrO J1iKapCbKOro 3acoby, BK/IUaoum
6nictepax y AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KopoobLi KOHTPOJO AKOCTI. (AisSNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/KOYAKOYM BUMYCK Cepili)
(3MiHa HalilmeHyBaHHs Ta afgpecu BUpo6HuKa, 6e3
3MiHU Micus BUpo6HMLTBA) (TepMiH BBEAEHHS
3MiH NPOTAroM 6-TW MiCALiB NicNs 3aTBEPAKEHHS);
3miHu | TUNY - 3MiHK Woao 6e3nekn/ed)ekTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) (3miHa
rpadivyHnX 306paxeHb NePBUHHOT Ta BTOPUHHOI
YNaKoBOK Ha TEKCT MapKyBaHHSA NepBUHHOT Ta
BTOPVHHOI YNakoBok) (TepMiH BBe4EHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNs 3aTBEPKEHHS)
140. | TA®EPOBIOH Kpansi Ha3asibHi TOB "®3 Ykpaina TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/13779/02/01
no 100000 "BIO®APMA" 3MiHK |l TNy - 3MiHW 0 IHCTPYKLUIT ANA MeANYHOro peyenma
MO/mn no 5 mn 3acTocyBaHHSA y po3ain "Cnoci6 3acTocyBaHHs Ta
y thnakoHi, posn”, "[itn", "OcobnnBOCTI 3acTOCyBaHHS", LWOA0
3aKynopeHomy PO3LUMPEHHSA Chepy 3acTOCYBaHHS AiTAM
MiKpOZ03aToOpOM (3acTocoByOTb AiTSIM BIKOM Bif HAPOOKEHHS 40 6-
-KpanesnbHuLeo, T POKIB NPU NEPLUMX 03HaKaxX 3axXBOPIOBAHHSA
no 1 cpnakoHy y 'PBI); 3miHu Il TMRNY - 3MiHW 8O IHCTPYKUIT ANs
nauui 3 KapToHy MEeAMYHOro 3acTocyBaHHSA y po3gin "Cnocio
3acTocyBaHHsa Ta gosu", "Aitn", "OcobnmsocTi
3acTocyBaHHSA", LLOAO PO3LUMPEHHs cchepu
3aCTOCyBaHHSA AiTsIM (3aCTOCOBYOTb AiTAM BiKOM 3
6-TN 00 12-T1 POKIB NPU NepLUNX O3HaKax
3axBoptoBaHHs [PBI)
141. | NA®EPOBIOH cnpei TOB "93 YKpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx maTepialis: 6e3 UA/13779/03/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
Hasa/lbHUIA NO "BIO®APMA" 3MiHW Il TURy - 3MiHW 80 IHCTPYKUIT A58 MeANYHOro peyenma
100000 MO/mn 3acTocyBaHHA y po3gin "Cnoci6 3acTocyBaHHs Ta
nos5mny nosun", "Aitn", "Oco6MBOCTI 3aCTOCYBaHHSA", LW0A0
chnakoHi, pO3LWMpPEHHS chepu 3aCTOCYBaHHS AiTAM
3aKynopeHomy (3acTocoBytOTb AiTAM BikOM Bif 1 10 6-TU pokiB
MiKpoA03aTopoM npu NepLUNX 03HaKax 3axsoptoBaHHsA [PBI); 3MiHK
-po3nustoBavem; Il TNy - 3MiHKM JO IHCTPYKUiT AN MeANYHOro
no 1 pnakoHy y 3acTocyBaHHA y po3gin "Cnoci6 3acTocyBaHHsA Ta
nauui 3 KapToHy nosun", "Aitn", "Oco6MBOCTI 3aCTOCYBaHHSA", LW0A0
PO3LUMPEHHA Chepn 3acTOCYBaHHSA AiTAM
(3acTocoBytoTb AiTAM BIKOM Bif 6-Tn A0 12-Tn
POKiB MpW NepLUMX 03HaKax 3axBoptoBaHHs PBI)
142. | NE®NOK TabneTku, BKPUTI MpAT YkpaiHa MpAT "®apmaueBTuyHa hipma YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 3a UA/4427/01/01
NNiBKOBOIO "®apmaueBTun "AapHuus” 3MiHuM | TUNY - BBeAEHHA abo 3MiHu 0 peyenmom
060/10HKOI0, NO YyHa hipma y3arasibHeHVX AaHnx Npo cuctemy
250 mr, no 5 "NapHuus" thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Tabnetok y Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
KOHTYPHIl cucteMun dpapmakoHarnsagy
YapyHKOBIli
ynakosLi, no 1
KOHTYPHIl
YapyHKOBIli
ynakoBLi B
nadui; no 10
TabneTtok y
KOHTYPHili
YapyHKOBIl
ynakosLi, no 10
KOHTYPHUX
YapyHKOBUX
yNaKoBOK y nauLli
143. | NEP/IOK TabneTkun, BKPUTI MpAT YkpaiHa MpAT "®apmaveBTnyHa ipma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a UA/4427/01/02
NAiBKOBOO "papmauesTu "fapHuus” 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 peyenmom
060/10HKOI0, MO YHa hipma y3ara/ibHeHUX JaHnx Npo cucTemy
500 mr, no 5 "NapHuus" hapmakoHarnsay (BkI4atoum KOHTaKTHI AaHi)
TabneTok y Ta/ab0 3MiHN y po3MiLLEeHHI MacTep-thainna
KOHTYpHili cucTtemmn hapmakoHariagy

YapyHKOBIli
ynakosLi, no 1
KOHTYPHiIl
YapyHKOBIli
ynakoBLi B
nauui; no 10
TabneTok y
KOHTYPHIl
YapyHKoBIli
ynakosLi, no 10
KOHTYPHUX
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
YapyHKOBUX
yNakoBOK y nauLli
144. | NMISNUHONPWUN Tabnetkn no 5 onin Nimiteq, IHais Tonix Nimiteg, IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasiis: 3a UA/14794/01/01
noniH Mr Ne 28 (14x2), 3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom
Ne 30 (15x2) y HalilMeHyBaHHs1 Ta/abo agpecy 3asiBHMKa
6nictepax (BnacHvika peecTpauiiHoro noceigyeHHs) (3miHa
agpecy 3asiBHMKA)
145. | MIBMHONPUN Tabnetku no 10 NMonin Nimiteq, IHais TMonix Nimiteq, IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/14794/01/02
nroniH mr Ne 28 (14x2), 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
Ne 30 (15x2) y HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
6nictepax (BnacHvika peecTpauiiiHoro noceigyeHHs) (3miHa
agpecu 3asBHUKA)
146. | MIBMHONPUN Tabnetku no 20 Nonin Nimiteq, IHais Tonix Nimiteq, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/14794/01/03
NntoniH Mr Ne 28 (14x2), 3MiHu | TUNY - AgMIHICTPATMBHI 3MiHW. 3MiHa peyenmom
Ne 30 (15x2) y HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKA
6nicTepax (BnacHvika peecTpaduiiHoro noceigyeHHs) (3miHa
afpecu 3asaBHUKA)
147. | NIHKOMIUWUH- po3unH ons MpAT YkpaiHa MpAT "®apmaueBTuuHa ipma YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/4582/01/01
AAPHNLA iH'ekuin, 300 "@apmaueBTn "fapHuus"” 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0 peyenmom
mr/mn no 1 mn yHa thipma y3arasibHeHUX AaHux Npo cuctemy
abono 2 mnB "NapHuus" thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
amnyni; no 5 Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
amnyn y cucTeMun dpapmakoHarnsagy
KOHTYPHIl
YapyHKOBIli
ynakosLi; no 2
KOHTYPHiI
YapyHKOBI
yNakoBKM B
nauui
148. | NINPUMAP® TabneTkn, BKpUTI Mdpaiizep IHK. CWA Brpo6HuuTBo in bulk, HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/2377/01/01
NAiBKOBOO nepBMHHA Ta BTOPUHHA CWA 3MiHN | TURY - AgMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom
060/10HKOH), MO yMakoBKa, KOHTPOJ/Ib AKOCTi Ta BMPOBHUYOI AinbHML (BKIKOYAKUN AiNbHNL ANS
20 mr, Ne30 BUNYCK cepi: A®I, NpoMiXHOro NpoAykTy abo rotoBoro
(10x3), Ne100 Mdpaiizep MeHtoekuypuHr NiKapcbKoro 3acoby, AiNbHUL 4158 NPOBEAEHHS
(10x10) y [oiuneng MmbX, Himeuunna; nakyBaHHsl, BUpOGHYKa, BigNoBiganbHOro 3a
6nictepax BUPOGHMLTBO in bulk, KOHTpONb BWMNYCK Cepiii, MicLLe NPOBEAEHHS KOHTPOJIHO cepil)

AKOCTI:
Mdpaiizep ®apmactoTikan3
NNnc, CWA

abo noctavasnbHVKa BUXIAHOrO matepiasny,
peareHTy abo [OMOMIKHOI PEYOBUHY (SIKLLO
3a3HayveHo y focbe) (BunyyeHHs
aflbTepHaTUBHOro BUPO6HMKa M3,
BiANOBiAaIbHOrO 3a BUpo6HMLUTBO in bulk -
Mdpaiizep AiineHg ®apmachkioTikans, lpnaHais
(micuesHaxomkeHHs Norber, Pingackigi, KayHTpi
Kopk, Ipnangis); 3miHu | Tuny - 3MiHu 3 SKOCTi.
[oTOBWIA NikapcbkWii 3aci6. 3MiHWM Y BUPOBHULITBI
(iHWi 3miHK) (NpuBEAEHHSA HanUCaHHA dYHKLRA
BMPOGHUKIB /13 y BigNoBiAHICTb A0 OpuUriHaIbHUX
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
mMartepianis BUPO6HMKA)
149. | NINPUMAP® TabneTkn, BKpUTI Mdpaiizep IHK. CWA Bupo6HuuTBo in bulk, HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiis: 3a UA/2377/01/04
NAiBKOBOO nepBMHHA Ta BTOPUHHA CWA 3MiHN | TURY - AGMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom
060/10HKOH, MO yMakoBKa, KOHTPO/Ib AKOCTi Ta BMPOBHUYOI AinbHML (BKIHOYAKUN AiNbHAL ANS
10 mr, Ne30 BUNYCK cepil: A®I, NpoMiXXHOro NpoAykTy abo rotoBoro
(10x3), Ne100 Mdpaiizep MeHohekuypuHr NiKapcbKoro 3acoby, AibHUL 4158 NPOBEAEHHS
(10x10) y [oiuneng Mm6X, Himeuunna; nakyBaHHsl, BUpOGHVKa, BifNoBiganbHOro 3a
6nictepax BUPOGHMLTBO in bulk, KOHTpONb BWMNYCK Cepiii, MicLLe NPOBELAEHHS KOHTPOJIHO cepil)
SKOCTI: ab0 nocTavyasibHMKa BUXIAHOTO Matepiany,
Mdpaiizep ®apmactoTikan3 peareHTy abo [OMOMIKHOI PEYOBUHY (SIKLLO
NNcC, CWA 3a3HayveHo y focbe) (BunyyeHHs
albTepHaTUBHOIO BUPO6HMKa M3,
BiANOBiAaIbHOrO 3a BUpo6HMLUTBO in bulk -
Mcpaiizep AiineHg ®apmachkioTikans, lpnaHais
(micuesHaxomkeHHs Norber, Pingackigi, KayHTpi
Kopk, Ipnangis); 3miHu | Tuny - 3MiHu 3 SKOCTi.
[oTOBWIA NikapcbkWii 3aci6. 3MiHWM Y BUPOBHULITBI
(iHWi 3miHK) (NpuBEAEHHSA HanUCaHHA dYHKLRA
BMPO6HUKIB /13 y BiANOBIAHICTb A0 OpUTiHAIBHUX
martepianis BUPO6HMKA)
150. | NINPUMAP® TabneTku, BKPUTI Mdpaizep IHk. CWA Brpo6HuuTBO in bulk, Himeuunna/ BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasis: 3a UA/2377/01/02
NNiBKOBOIO nepBMHHA Ta BTOPUHHA CWA 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHWU. BunyyeHHs peyenmom
060/10HKOH0, MO ynakoBKa, KOHTPO/1b AKOCTI Ta BMPOOHUYOT AiNbHUL (BKNOYAKOYUM AiNTbHULI ANS
40 mr, Ne30 BWMNYCK cepil: A®I, npomiXHOro NpoAyKkTy abo roToBoro
(10x3) y Mdpbaiizep MeHhekvypyHr niKapcbKoro 3acoby, AiNbHULI 4719 NPOBEAEHHS
6nictepax [Loiunena Mv6X, HimeuwunHa; nakyBaHHsi, BAPOOHMKa, BiANOBiLaNbLHOIO 3a
BMPOGHMLTBO in bulk, KOHTPONb BWMNYCK Cepiii, MicLie NpOBEAEHHSA KOHTPOJIIO Cepil)
AKOCTI: abo nocrtavasibHVKa BUXIQHOTO Matepiany,
Mdpaiizep PapmactoTikana peareHTy ab0 AONOMIXXHOI pevOBUHY (SKLLO
Nnc, CWA 3a3HayeHo y Aocke) (BunyueHHs
anbTepHaTUBHOIO BUPOGHUKa M3,
BiANOBIAa/IbHOIO 3a BUPO6HMLTBO in bulk -
Mdpaiizep AiineHg ®apmacbloTikans, IpnaHgais
(micuesHaxomkeHHs Jlor6er, PiHgackigi, KayHTpi
Kopk, IpnaHgis); 3miHum | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHWM Y BUPOOHULITBI
(iHWi 3MiHK) (NpUBEAEHHSA HaNMCaHHSA OYHKLA
BMpO6HUKIB 13 y BigNOBIAHICTL A0 OpUTiHAIBHUX
marepianis BUPO6HMKa)
151. | NINPUMAP® TabneTku, BKPUTI Mdpaiizep IHk. CWA MepBUHHA Ta BTOPUHHA HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/2377/01/03
nNiBKOBOO ynakoBKa, KOHTPO/Ib AKOCTi Ta CWA 3MiHK | TURY - AGMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom
060/10HKOH, MO BUNYCK cepi: BMPOGHUYOT AiNbHULI (BKIOYAKOUM AiNTbHULI ANs
80 mr, Ne30 Mdpaiizep MeHhekvypyHr A®I, npomiXHOro NpoAyKTy abo rotoBoro
(10x3) y [Loiiunens M6X, Himeuunna; NiKapcbKoro 3acoby, AiNbHULI 4719 NPOBEAEHHSA
6nictepax BMPO6HMLTBO in bulk, KOHTpONb nakyBaHHsi, BAPOOHMKa, BiAMNOBiga/IbHOMO 3a

SAKOCTI:
Mdpaiizep ®apmactoTikana
JINC, CLWA

BWMNYCK Cepiii, MicLLe NPOBEAEHHS KOHTPOJIHO cepil)
ab0 nocTavyasibHUKa BUXIAHOTO Matepiany,
peareHTy abo AONOMiXKHOI pe4OBMHYM (SIKLLO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
3a3HaveHo y Aocke) (BunyueHHs
anbTepHaTUBHOIO BUPOGHMKa M3,
BiANOBIAaIbHOrO 3a BUPO6HMLTBO in bulk -
Mdpannzep AiineHg ®apmacbioTikans, lpnaHais
(micuesHaxomxeHHs Jlor6er, PiHaackifi, KayHTpi
Kopk, Ipnangis); 3minu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI
(iHwWi 3MiHK) (NpUBEAEHHSA HaNUCaHHSA OYHKLA
BMPOGHUKIB /13 y BIANOBIAHICTL 40 OPUTIHASIBHUX
mMartepianis BUPO6HMKA)
152. | IONEPAMIAY Tabnetku no 2 ToBapucTBO 3 YkpaiHa BCi cTajii BUpobHMUTBA, YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/8232/01/01
rigpoxnorPug | mrno 10 06MEXEHO KOHTPO/b SKOCTI, BUMYCK Cepii: 3MiHu | TUny - 3MiHa NapamMeTpiB cnewmdikayin peyenma
"o3" TabneTtok y BiANOBIAa/TbHI ToBapncTBO 3 06MEXEHOI0 Ta/abo [oMyCTUMUX MeX NEPBUHHOI yNaKkoBKM
6nictepax; no 10 CTIo BiAnoBiganbHicTo "AocniaHuii roTOBOrO NikapcbKoro 3acoby; CynyTHS 3MiHa:
TabneTok y "flocnigHwni 3aBog, "MHLJIC", YkpaiHa; BCi 3MiHa y meTogax BunpobyBaHHsA NePBUHHOI
6nictepi, no 1 3aBoj cTagii BUpO6GHMLTBA, KOHTPO/b yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (He3HauHi
abo 2, abo 3 "rHUIC" SAKOCTI, BUMYCK cepil: 3MiHM Y 3aTBEPAKEHNX MeToAax BUNpobyBaHb) —
6nictepu B naywj ToBapucTBO 3 0OMEXEHOI0 3MiHa napameTpiB crneuudikaLii Ta MeTogis
BignosiganbHicTio "®PAPMEKC KOHTPOJ10 SIKOCTi NEPBUHHOT yMakoBKU (M/TiBKM
FPYM", YkpaiHa,; NONIBIHINX10PUAHOT, (hONbIV aIIOMIHIEBOT), LLOAO
BCi CTagii BUpO6HMLTBA, NpoBefEeHHSA KOHTPOJTI0 MIKPO6IOAOrYHOT YNCTOTH;
KOHTPO/1b SIKOCTI, BUNYCK cepii: 3MiHK | TUNY - 3MiHa NnocTavasibHMKa NaKyBasIbHUX
ToBapuCcTBO 3 06MEXEHOI MaTepianis abo KOMNAEKTYOUNX (SKLLO 3a3HaYeHo
BiANOBIAA/LHICTIO B [lOCbE) (3amiHa abo foAaBaHHA
"hapmaleBTMYHA KOMMaHis nocTavasnbHyKa); CynyTHs 3MiHa: 3MiHa y
"3p0poB'a", YkpaiHa NepBUHHII yNakoBL,i rOTOBOTO JlikapCbKOro 3acoby
(AKicHWIA Ta KiNbKICHWI cknag) - TBepAi Nikapcbki
dopmu; 3MiHa napamMeTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX NEePBUHHOT YNakoBKy roTOBOrO
nNikapcbKoro 3acoby (iHwWi 3MiHM) — 3amiHa
BMPO6GHMKA NEPBUHHOIO NakyBaHHS (NAiBKW
NONIBIHIX0PUAHOT); 3MiHa SKICHOTO Ta
KifIbKICHOTO Cki1ady nakyBaslbHOro martepiany;
npuBeLeHHs NnapameTpiB cneumdikadiii naiBku
NONIBIHINIX/TOPUAHOT O BUMOT HOPMAaTUBHOI
[OKyMeHTaLl 3anponoHOBAHOIO BUPO6GHMKA
153. | JIONEPAMIAY Tabnetku no 2 ToBapucTBO 3 Ykpaina BCi cTagii BUPOGHMLTBA, YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/8232/01/01
rigpoxnoprPug | wmrno 10 06MeXeHo KOHTPO/b SKOCTi, BUMYCK Ccepii: 3MiHuM | TUNY - BBEAEHHA abo 3MiHu 0 peyenma
"o3" TabneToky BiANOBIAa/bHI ToBapucTBO 3 0OMEXEHOI0 y3arasibHeHVX AaHux Npo cuctemy
6nictepax; no 10 CTIo BiANoBiganbHicTio "AocniaHuii hapmakoHarnsgy (Bk1oYatouy KOHTaKTHI AaHi)
TabneTok y "[ocnigHwnia 3aBop, "MHUJ/C", YkpaiHa; BCi Ta/abo 3MiHM Yy po3MilLleHHI MacTep-haiina
6nictepi, no 1 3aB0[, cTagii BUpO6HMLTBA, KOHTPOb cucTeMun dpapmakoHarnsagy
a6o 2, abo 3 "rTHUAC" SIKOCTI, BUNYCK cepil:

6nictepu B nauLi

ToBapucTBO 3 0OMEXEHOI0
BignosiganbHicTio "®PAPMEKC
rPYN", Ykpaina,

BCi cTagii BUpobHMLTBA,
KOHTPO/b SKOCTi, BUMYCK cepii:
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
ToBapuCTBO 3 0OMEXEHOID
BiANOBIAA/ILHICTIO
"papmaLeBTUYHA KOMNaHis
"380poB'a", YkpaiHa
154. | IOPATAOVH- Tabnetku no 10 MpAT YkpaiHa MpAT "®apmaueBTuyHa thipma YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/2191/01/01
AAPHMNUA mr Ne 10 (10x1) "®papmaueBTu "fapHnus” 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 peyenma
Y KOHTYPHUX YHa hipma y3arasibHeHUX JaHux nNpo cucTemy
YapyHKOBUX "OapHuus” hapmakoHarnsgy (BkI4atoUm KOHTaKTHI AaHi)
ynakoBKax Ta/ab0 3MiHWN y po3MiLLEeHHI MacTep-thainna
cucTeMun hapmakoHarisgy
155. | JIbOHY HaciHHA no 100 MAT YkpaiHa MAT "/ly6Hnchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasnis: 6e3 UA/9368/01/01
HACIHHA r, 200 r y naykax "ly6Hnhapm" 3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
3 BHYTPILLHIM HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
nakeTom (BnacHvka peecTpauiiiHoro nocBigYeHHs) (3MiHa
aapecy 3anBHvKa) (TepmiH BBEAEHHS 3MiH
NPOTArom 6 -TW MICALB NIiC/A 3aTBEPAXEHHS);
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NpPOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO Nikapcbkoro 3acoby, BkIovaoun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy BiAMNoBigae
BMPOGHMWK/iMNOPTEpP, BK/OYAKOUM BUMYCK cepili)
(3miHa agpecu BUPOGHMKa, 6€3 3MiHK MicusA
BMPOGHMLTBA. (NEpeiiMeHyBaHHS BY/I.
MeTpoBcbKoro Ha By. bapeiHkoBa) (TepMiH
BBEAEHHS 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS)
156. | MAHTI Tabnetku HOHina6, Nn CWA TOB HOC dapmadis MonbLia BHECEHHS 3MiH 0 peecTpaLiitHux maTepianis: 6e3 UA/6751/01/01
XyBasibHi no 10 3MiHuM | TUNY - BBEAEHHA abo 3MiHM g0 peyenma
TabneTtok y y3arasibHeHUX JaHnx Npo cucTemy
6nictepi; no 1 thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
abo 3 6nictepn y Ta/ab0 3MiHKN y po3MilLeHHI MacTep-thaina
KapTOHHii cucTtemmn hapmakoHariagy
Kopobui; no 8
TabneTok y
6nictepi; no 1,
abo no 2, abo no
3,a6ono 4
6nictepu y
KapTOHHIl
Kopobui
157. | MEAUXPOHA/ | rpaHynu y nakeTi MpAT Ykpaina MpAT "®apmaueBTuyHa thipma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/6504/01/01
®-4APHNUA NelTtaNe2y "®papmavueBTu "AapHuus” 3MiHV | TUNY - BBEAEHHS abo 3MiHW A0 peyenma
nauui; no 7 YHa hipma y3ara/ibHeHUX JaHnX nNpo cucTemy
naketiB Ne 1 ta 7 "fapHuus” hapmakoHarnsgy (BKI4atoumy KOHTaKTHI AaHi)

nakeTie Ne 2 B
nasui; no 21

Ta/abo 3MiHM y po3MiLLleHHI MacTep-chalina
cucTemMu dpapmakoHarnsay




111

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
nakety Ne 1 Ta
21 nakeTy Ne 2 B
navi
158. | ME3AKAP® Tabnetku no 200 KYCYM IHais KYCYM XENTXKEP NBT NTA4 IHais BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: - UA/15790/01/01
Mmr in bulk XENTXKEP 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBMIA NiKapCbKUii
Ne10x320: no 10 MBT NTA 3aci6. Cuctema KOHTenHep/3aKynopoBasIbHUIM
TabneTtok y 3aci6. 3MiHa po3mipy ynakoBKu roToBOro
6nictepi; no 320 nikapcbKoro 3acoby (iHwi 3MiHW) (BBEAEHHS
6nictepis y popartkosoi ynakosku in bulk Ne 10x320: no 10
KapTOHHIi TabneTok y 6nictepi; no 320 6nictepis y
KopoobLi KapTOHHIA KOpoO6Lii 3 BiANOBIAHUMY 3MiHaMK Y p.
«YnakoBka». MepBUHHWI NakyBasibHWIA MaTepian
He 3MiHuBCSA)
159. | MESAKAP® SR | Tabnetku KYCYM IHais KYCYM XENTXKEP NBT NTA4 IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: - UA/15790/02/01
NPOIOHrOBaHOT XENTXKEP 3MmiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
4ii no 400 mrin MNBT NTA 3aci6. Cuctema KoHTeliHep/3aKynopoBabHiA
bulk Ne10x240: 3aci6. 3miHa po3mipy ynakoBku roToOBOro
no 10 Tabnetok nikapcbKkoro 3acoby (iHwWi 3MiHK) (BBeAEHHS
y 6nicTepi; no nofaTkoBol ynakoBku in bulk Ne 10x240: no 10
240 6nuctepiB y Tabnetok y 6nictepi; no 240 6nicTepiB y
KapTOHHIi KapTOHHI/ Kopoo6Lii 3 BIANOBIAHUMY 3MiHAMWK Y p.
KopooLi «YnakoBka». MepBUHHMI NakyBa/bHWIA MaTepian
He 3MiHUBCSA)
160. | MEPCU/TOH® Tabnetku no 21 LepiHr-Mnay LLBeliyapis 3a MOBHUM LMK/IOM: Higepnanaw/ BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/9739/01/01
Tabnetui y CeHTpan Ict H.B.OpraHoH, HigepnaHgy; 3a Ipnangis 3MiHK |l TUNY - 3MiHW [0 IHCTPYKLUIT AN1A MeANYHOro peyenmom
6nictepi; no 1 Al NOBHUM LyK/1oM: OpraHoH 3aCTOCyBaHHA y po3Ainu: "dapmMakoorivHi
6nictepy B (Ipnangis) Ntg4., lpnangis BnactuBocTi", "MpoTnnokasaHHs", "B3aemogis 3
caule; no 1 cawe iHLWIMMKM NikapcbkMKU 3acobamMu Ta iHLWi BUuan
B KapPTOHHIl B3aemogiin", "OcobnnBoCTi 3acTOCyBaHHA",
ynakoBLii "MMo6ivHI peakuii”
161. | METANI3E® niocpinizat ans BepiHrep HimeyunHa BepiHrep IHrenbxaiim ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/8168/01/01
pO3UMHYy ANns IHrenbxaiim v6X i Ko. KI 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0CcobM, peyenmom
iH'ekuin no 10 IHTepHeLwH BiANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnsgy;
000 Of (50 wr), veX KOHTaKTHOT 0Co6M 3 hapmakoHarnsay 3asBHUKa
1 donakoH 3 ANA 3aiicHeHHA chapmakoHarnsgy B YkpaiHi
nopoLukom Ta 1 (BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
wnpuy, 3 pO3MiLLeHHi MacTep-ghaiina cuctemu

PO3YMHHWKOM NO
10 mn (Boga pns
iH'eKUil) y
KOMMeKTi 3i
CTEPUIIbHUM
nepexigH1um
NpUCTPOEM AN1A
chnakoHa Ta
CTEPUNBbHOI
0/1HOPa30BOI0
TOMIKOK Y

hapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
KapTOHHIi
Kopobui
162. | METOTPEKCAT | po3unH gns TEBA I3painb dapmaxewmi B.B. Higepnangn BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3a UA/9609/01/01
-TEBA iH'ekyin, 25 dapmaueBTika 3MiHM | TUNY - 3MiHa y napameTpax cneuudikawii peyenmom
MI/MN 0 2 MNTY n lHpacTpi3 Ta/abo fonyCTUMUX MEX, BUSHAUEHUX Y
chnakoHi, no 1 Nra. cneundikauisx Ha A®l, abo BMXigHWIA/NPOMKHUIA
ch/1akoHy B NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
KopoobLi npoueci BUpo6HULTBA API - 3BYXKEHHSA
[0MNyCTUMOT MeXi BMICTy 6akTepiasibHUX
€HJ0TOKCUHIB, BU3Ha4YeHoI y cneuudikauii Ha Ad|
MeToTpekcarty; npuBefeHHs cneuudikauii APl
MeToTpeKcary LoA0 MiKpO6ioNorivyHOI YACTOTH Y
BignoBiAHICTb A0 BUMOr EP
163. | MIKAPOANC® Tabnetkun no 80 Bepinrep HimeuyunHa BepiHrep IHrenbxaiim ®apma Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/2681/01/01
Mmr no 7 IHrenbxanm 'm6X i Ko. K, HimeuuuHa,; Ipeuis 3MiHK | TNy - 3MiHa YNOBHOBaXXEHOT 0CO6U, peyenmom
TabneTok y IHTepHeLwHN Bepinrep IHrenbxaiim Ennac BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
6nictepi; no 2 6X A.E., lpeuis KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asiBHuKa
abono 4 ANA 34jiiCHeHHs dhapmakoHarisay B YkpaiHi
6nictepu B (BK/THOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
KapTOHHIl pO3MiLLEHHI MacTep-dhaiina cuctemu
Kopobui dpapmakoHarnsay
164. | MIKAPAUCIN Tabnetku, 40 BepiHrep HimeyunHa BMPOGHMLITBO, MEPBMHHE Ta HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/0465/01/01
HOC® mr/12,5 mr no 7 IHrenbxaiim BTOPWHHE NaKyBaHHA, Ipeuis 3MiHW | TURY - 3MiHa YNOBHOBaXeHOT 0cobu, peyenmom
TabneTok y IHTEpHELWHN KOHTPO/Ib SIKOCTi Ta BUMYCK BiANOBIAA/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
6nictepi; no 4 M6X cepii: BepiHrep IHrenbxanv KOHTaKTHOI 0c06U 3 chapmakoHarnsay 3asBHuKa
6nictepu y dapma 'mbX i Ko. K, AnA 3aiicHeHHA chapmakoHarnsgy B YkpaiHi
KapTOHHI HimeuuunHa; BepiHrep (BK/IOHAKOYUM KOHTaKTHI faHi) Ta/abo 3MiHN y
KopooLi IHrenbxaiim Ennac A.E., pO3MiLLeHHi MacTep-ghaiina cuctemu
peuis dhapmakoHarnsay
165. | MIKAPAUCON Tabnetku, 80 Bepinrep HimeuyunHa BMPOGHMLTBO, MEPBMHHE Ta Himeuunna/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a UA/0465/01/02
HOC® Mmr/12,5 mrno 7 IHrenbxaim BTOPUHHE MaKyBaHHA, Ipeuis 3MiHUM | TUNY - 3MiHa YNOBHOB&XeHOT 0cobu, peyenmom
TabneTok y IHTepHeLHN KOHTPO/Ib SIKOCTi Ta BUMYCK BiiNOBIfaNbHOI 3a 3[iICHEHHS hapmakoHarnsay;
6nictepi; no 4 M6X cepii: BepiHrep IHrenbxanv KOHTaKTHOI 0co6U 3 chapmakoHarnsgy 3asBHMKa
6nictepn y dapma 'mbX i Ko. KT, ONA 34jiiCHEeHHs hapMakoHarisay B YkpaiHi
KapTOHHii HimeuuunHa; BepiHrep (BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
Kopoo6ui IHrenbxaim Ennac A.E., pO3MiLLeHHI MacTep-ghaiina cuctemu
peuist hapmakoHarnsay
166. | MIO3M NMOPOLLOK A/1A [xeHsaiim Higepnangu HarnoBHEHHS (h1akoHIB Ta IpnaHgis/ BHECEHHS 3MiH [0 peecTpaliitHux maTepiasis: 3a UA/11618/01/01
NPUroTyBaHHs HOpon B.B. BMPOGHULITBO KiHLLEBOrO Benuka 3MiHM | TUnYy - 3MiHK BUNpobyBaHb abo peyenmom
KOHLeHTpaTty NPOAYKTY, MapKyBaHHs Ta BpuTaHis/ [0MyCTUMUX MEX, BCTAHOB/IEHNX Y
015 PO3UKHY nakyBaHHS, KOHTPO/Ib SKOCTI Benbris cneumdikauisix, nig yac BUpoOHMLTBA rOTOBOrO

Ans iHdysiii no
50 wmr, 1 cpnakoH
3 NMOPOLLKOM Y
KapTOHHIM navui

N3, Bunyck cepii: xeH3anm
Ipnang Nimiten, lpnaHgis;
MapKyBaHHS Ta nakyBaHHS

N3, Bunyck cepii: xeH3anm
NimiTen, Benvika bputaHis;

BMPOGHMLTBO AC,
NpUroTyBaHHsA po3ynHy /13 ans

NiKapCbKOro 3acoby (3BYXXEHHS AOMYCTUMUX MEX);
3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
roTOBOro NikapCbKoro 3acoby - 3mMiHM 40 MeToay
"OCMONSA/BLHICTB" TOTOBOrO NiKapcbKoro 3acoby;
NOLOBXEHHA nepiofly TECTyBaHHS in vitro ans
BM3HAYEHHS BipYyCHOI KOHTamiHaLji Ha 14 gHis gns
nepiofy Ky/bTWBYBaHHS KNITUHHOI KyNbTypw,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
niodpinizauii: JxeHsarim 3MiHM | TUMy - 3MiHK B npoueci BUpo6HuyTBa Ad| -
$naHgepc 686a, benbris He3HauyHe pefarysaHHs onucy etany 3 deHin-

cedhapo3oto Ta ioro cxemaTnyHe 306paxeHHs y
NOCNifOBHUX eTanax BUPO6HMYOro NpoLecy; 3MiHu
Il Tuny - 3miHa y metogax BunpobysaHHa APl abo

BMXiAHOro Marepiasy/npomiKHOro
NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa A®I (cyTTeBa 3miHa y

6ionoriyHoMy/iMmyHONOrYHOMY/iMyHOXiMIYHOMY
mMeToZi BUnpobyBaHHA abo MeTofi, y KoMy
BUKOPWCTOBYETLCA GiONOriYHNI peareHT ans
6ionoriyHoro A®l, a6o oro 3amiHa); 3MiHu Il Tuny
- 3MiHM B npoueci BupobHuutea A®I (3miHa
CTOCYETbCA aKTUBHOI PEYOBUHM
6i010r4YHOro/iMyHONOrYHOrO MOXOAKEHHSA abo
BMKOPUCTaHHS XiMiuHMX A®| y BUpOGHMLTBI
nikapcbKoro 3aco6y 6ion10rivHoro/iMyHoN0rivYHoro

NMOXOPKEHHS, SIKa MOXe MaTh 3HauYHUiA BNINB Ha

AKiCTb, 6e3neky Ta ed)eKTUBHICTb JliKapCbKOro
3aco0y, i He CTOCYETbCA NPOTOKOSY) - YTOUHEHHS
yacy yTpyMaHHs npu
ynbTpadinbTpavji/giadinsTpadii-1 gns kpawoi
rapMoHisaL,ii neBHMUX aTpubyTiB AKOCTI Aitoyol
peyoBuHW, OTPMMaHOI Npy MacuTabi

BMPOGHMLUTBA 4000 N, 3 MOKa3HWKaMWU, SiKi paHille

6ynn 3apeecTpoBaHi A5 NpoLecy KomMepuiiHoro
BMPOGHUMLTBA 3 MacwTabom 2000 N1.; po3LUMPEHHS

TepMiHy ekcniyaTauii ioHiTy 415 aHiOHOO6MIHHOT
Xpomatorpadii, L0 BUKOPUCTOBYETLCA B NPOLLECI

OUMLLEHHS anbrnioko3naasn anbda, 3 34 UuuKnis
40 70 uMkniB; 3aMiHa HEONPOMIHEHOT OHOPCbLKOI

6uuavoi cuposatku (NIR DBS) Ha rama-
ONpOMiHEHY AOHOPCbKY 6uyady cuposatky (IR
DBS) B pyTMHHOMY Mpoueci BUpo6GHMLTBa Ha
OCHOBI KNITUHHUX KyNbTYp Ait0H0I pevoBUHU
npenapaty Mio3umM® — anrnokosungasm anbga
(5K Hacnigok FUMO045)

167. | MIPAMNEKC® Tabnetkn no BepiHrep HimeyunHa BepiHrep IHrenbxaiim ®apma HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiis: 3a UA/3432/01/01
0,25 mr no 10 IHrenbxanm m6X i Ko. Kl 3MiHK | TUNY - 3MiHa YNOBHOBaXEHOT 0Cc0o6M, peyenmom
TabneTtok y IHTepHeLwwH BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
6nictepi; no 3 v6X KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asiBHuUKa
6nictepu B ANA 34jiiCHeHHs hapMakoHarsay B YkpaiHi
KapTOHHIi (BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
KopoobLi pO3MiLLEeHHI MacTep-ghaiina cuctemu
dpapmakoHarnsay
168. | MIPAMNEKC® Tabnetkn no 1 BepiHrep HimeyunHa BepiHrep IHrenbxainm ®apma HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/3432/01/02
mr no 10 IHrenbxaim 'm6X i Ko. KI 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0co6M, peuenmom

TabneTok y IHTEepHeLHN BiANOBIAA/IbHOI 3@ 34ilicCHEeHH:A ddapmakoHarnsgy;
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
6nictepi; no 3 M6X KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHMKa
6nictepu B ONA 34iiCHEeHHs hapMakoHarisay B YkpaiHi
KapTOHHii (BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
Kopoo6Ui pO3MiLLEeHHI MacTep-ghaiina cuctemu
dhapmakoHarnsgy
169. | MOBUNPEN® MOPOLLIOK ANs HopxwuH B.B. Higepnangu HOPXWH Nimiteq Benuka BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 6e3 UA/12987/01/01
opasibHOro BpuTaHisa 3MiHK | TRy - 3MiHa Y MeToAax BUNpoGyBaHHSA peyenma
po3unHy, no 1 roTOBOrO JIiKapCbKOro 3acoby (He3HauHi 3MiHU y
cawe Ail cawe 3aTBEPKEHNX MeToAax BUNPoByBaHHS); 3MiHu |
B y nakeri, no 2 TUNYy - BUMYYEHHS iHhopmaL,i Wwoao Ha3B
naketu B OiNbHULBb BiANOBIAaNbHUX 38 BUPOOHULITBO
KapTOHHIi [OMNOMDKHMX PEYOBUH (Kanito auecynbgamy,
Kopoo6Li acrnapTamMa, IMMOHHOrO apomaTu3aropa) 3
martepianis focbe 3 po3giny 3.2.P.4.1.
Cneuudpikadii
170. | MOP®IH-3H Tabnetkn no 5 ToBapucTBO 3 Ykpaina ToBapncTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/5174/02/01
mr Ne 10 (10x1), 06MeXeHo BiAnoBigasIbHICTIO "XapKiBCbke 3MiHU | TUNY - BEAEHHS y3araslbHEHUX AaHuX Npo peuenmom
Ne 50 (10x5) y BiANOBIAa/bHI hapmaLeBTUyHe cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT
6nictepax CTHo nignprvemcTseo “340p0oB's 0ocobu, BignoBiganbHOI 3a 3A4iACHEHHS
"XapkiBcbke Hapoay" hapmMakoHarnagy; KOHTakTHoi ocobu 3
thapmaueBTUy thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSR
He hapmakoHarnsgy B YkpaiHi (Bkiovaroumn
nigNPUEMCTBO KOHTaKTHi faHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
"300poB's mMacTep-gaiisnia cuctemu thapmakoHarnsgy
Hapoay”
171. | MOP®IH-3H Tabnetku no 10 ToBapucTBO 3 YkpaiHa ToBapnCcTBO 3 0O6MEXEHOID YkpaiHa BHECEHHS 3MiH 0 peecTpaLiitHux maTepianis: 3a UA/5174/02/02
mr Ne 10 (10x1), 06MEXEHO BiANOBigaUIbHICTIO "XapKiBCbke 3MiHK | TUNY - BEAEHHS y3ara/ibHEHMX AaHKX NPo peuyenmom
Ne 50 (10x5) y BignoBigasbHi thapmaueBTUyHe cuctemy hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHO!
6nictepax CTHO nignpueMcTBo "340poB'a ocobu, BiANOBifaNbHOI 3a 3AiiCHEHHS
"XapkiBcbke Hapoay" thapMakoHarnsay; KOHTakTHoOi 0cobu 3
dhapmaveBTHy chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
He thapmakoHarnagy B YkpaiHi (Bknoyarouu
nigNpPUeEMCTBO KOHTaKTHi faHi) Ta/abo 3MiHW Yy PO3MILLLEHHI
"340poB'a macTep-ghaiina cuctemm hapmakoHarnsgy
Hapoay"
172. | HATPIIO po3unH ons MpAT YkpaiHa MpAT "®apmaueBTuuHa ipma YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/6106/01/01
TIOCYNb®AT - | iH'ekuili, 300 "@apmaueBTun "fapHuus"” 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0 peyenmom
AAPHMNLUA Mr/mMn no 5 mn B YyHa chipma y3araslbHeHNx AaHux npo cucrtemy
amnynax Ne 10 "NapHuus" thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
(5x2) y Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
KOHTYPHUX cucTeMun dpapmakoHarnsagy
YapyHKOBUX
ynakoskax, Ne
10 y Kopobkax
173. | HEMNOTEH / po3uuH ans AMIXKeH HigepnaHngu AmmpxeH €spona B.B., Higepnangu/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis: 3a 370/13-
NEUPOGEN® iH'ekyii no 30 €spona b.B. HigepnaHnau (Bunyck cepii, CWA 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs peuyenmom 300200000
mnH Of1 (300 BTOPUHHE NakyBaHHs); BMPOBHUYOI AiNbHUL (BKNHOYAKUN AiNbHNL ANS

MKr)/0,5 mn y

AmmkeH MaHydek4ypiHr

A®I|, TPOMiXKHOTO NPOAYKTY abo roToBOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
nonepegHL0 Nimitea, CLWA (BMpPOGHMLTBO niKapcbKoro 3acoby, AiNbHULI 4715 NPOBEAEHHS
HanoBHEHMX Hepo3hacoBaHoI NPoAyKL;T, nakyBaHHs, BAPOOHMKa, BiANOBiLabHOIO 3a
wnpuuax Ne 1 nepBUHHE NakyBaHHS) BUMYCK CepilA, MicLLe NPOBEEHHSA KOHTPOSIO cepii)
abo noctavasnbHVKa BUXIQHOTO Matepiany,
peareHTy ab0 LOMNOMIXXHOI pe4OBUHU (KLLO
3a3HayeHo y focbe) (MpuBeaeHHs dyHKLi
BMpOGHMKa AMmpxeH €spona b.B., HigepnaHan go
MarepianiB peecTpauiiiHoro A0ocke)
174. | HEYNACTUM | po3y4nH ans AMIXKeEH Higepnangu AmmxeH €spona b.B., Higepnangn/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a 669/12-
NEULASTIM® iH'ekujn no 6 €pona b.B. HigepnaHngy (Bunyck cepii, CLA 3MiHn | TURNY - AgMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom 300200000
Mmr/0,6 mny BTOPVHHE NakKyBaHHS); BMPOOHUYOT AiNbHUL (BKNOYAKOUM AiNTbHULI ANs
nonepegHL0 AmvpKeH MaHydekyypiHr A®I|, npomiXHOro NPoAyKTy abo rotosoro
HarnoBHEHOMY Nimitea, CLWA (BMpPOGHMLTBO niKapcbKoro 3acoby, AiNbHULI 4719 NPOBEAEHHS
winpuui Nel Hepo3hacoBaHOI NPoAYKL;T, nakyBaHHs, BAPOOHMKa, BiANOBiLaIbHOIMO 3a
nepBUHHE NakyBaHHS) BWMNYCK CEPiiA, MiCLie NPOBEAEHHSA KOHTPOJIIO Cepil)
abo nocrtavasnibHVKa BUXIQHOTO Matepiany,
peareHTy ab0 LONOMIXKHOI pe4OBUHY (KLLO
3a3HayeHo y aocke) (MprBegeHHs yHKUI
BMpOGHMKa AMapxeH €spona b.B., HigepnaHan go
mMarepianiB peecTpaLiiiHoro A0ckeE)
175. | HEYPOBEKC® TabneTku, BKPUTI AxTasic rpyn IcnaHgis AxTtasic PT IHAOHesIA BHECEHHS 3MiH 40 peecTpaLliitHux maTepiasis: 6e3 UA/7313/01/01
POPTE NNiBKOBOIO AT 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI peyenma
o060noHKoto, Ne Ta thapmakoHarnsgy - BUNyYeHHs 3 TeKCTY
30 (10x3), Ne 60 MapKyBaHHS dopasu, Lo He Bignosigae
(10x6) y iHchopMmaLii HaBeAEH I y 3aTBEPAXEHIN IHCTPYKLT
6nictepax [0 MeINYHOro 3acTocyBaHHs. BBefeHHs 3MiH
NpoTArom 6-TM MicsiliB NMicnsA 3aTBepPAKEHHSA
176. | HIMECYNI4 Tabnetku no 100 MAT Ykpaina MAT "Nly6Hucbapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/5536/01/01
mr, no 10 "Ny6Hubapm" 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
TabneTok y HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
6nictepi, no 3 (BnacHvika peecTpauiiiHoro noceigYeHHs) (3miHa
6nictepun y nauuii aapecu 3aaBHuKa) (TepMiH BBEAEHHSA 3MiH
3 KapToHy; no 10 NPOTSArom 6 -TW MICALIB NIiC/1A 3aTBEPAKEHHS);
TabneTok y 3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
6nictepax HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUpOBGHMKa/imnopTepa
roTOBOrO NiKapCcbKoro 3acoby, BKkIYaun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPO/IO SIKOCTI. (Zis/IbHICTb, 3a 5Ky Bignosigae
BMPOGHUWK/iMNOpTEp, BK/OYAKUM BUMYCK cepili)
(3miHa agpecu BUPOGHYMKa, 6€3 3MiHN MicLA
BMPO6HMLTBA.(NepeliMeHyBaHHs BY/I.
MeTpoBcbKoro Ha By/1. bapeiHkoBa) (TepMiH
BBEEHHSA 3MiH NPOTAroM 6-Tv MicAuiB nicns
3aTBEPAKEHHS)
177. | HICTATUH NOpPOLLOK [OCM CiHouem | Higepnanau Kanya Biocepsice3s C.n.A. ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: - UA/8399/01/01
(cybeTaHuis) y dapmacbloTika 3MiHu | TURNY - AgMIHICTPATVBHI 3MiHW. 3MiHa
noaBINHNX n3 HaliMeHyBaHHs1 Ta/abo agpecu micus
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
nonieTuIeHoBMX HeszepnaHgac NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
naketax gns B.B. (BKtOYAOUU, 3a HEOBXiIAHOCTI, MicLe NPoBeAeHHs
BUPOGHMLTBA KOHTPO/H0 SIKOCTI), a60 BlacHWKa MacTep-ghaiina
HeCTepWIbHUX Ha A®l, abo noctayasnbHuka Ad®I/BMXigHOrO
niKapcbknx MaTepiany/peareHTy/NpoMKHOro NPoAyKTy, Lo
dopm 3aCTOCOBYOTbCA Y BUPOO6HULTBI API (AKLLO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3aci6) 3a
BiCYTHOCTI cepTudikata BignoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
PEeYOBMHM (AIKLLO 3a3HAYEHO Y [0CLE) (3MiHA
HaliMeHyBaHHs1 BUpOGHUKa ADI, 6e3 3MiHN MicLs
BMPO6GHULITBA)
178. | HOBAJ/TH Tabnetkun no 6 TOB YkpaiHa TOB "Ctupon6iochapm" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/5082/01/01
TabneTok y "CTtuponb6ioca 3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa peyenma -Ne
6nictepax; no 12 pm" HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa 6, Ne 12; 3a
Tabnetok y (BnacHvka peecTpauiiiHoro nocBigYeHHs) (3MiHa peuenmom -
6nictepi; no 1 afpecy 3asBHVKa) Ne 30, Ne
a6o no 10 120
6nictepiB y
nauuj 3 KapToHY;
no 12 TabneTtok
y 6nictepi; no 1
6nictepy y nauui
3 KWLLEHbKOI
0N 36epiraHHs;
no 30 TabneTok
Y KOHTelHepi; no
1 KOHTeilHepy B
nauuj 3 KapToHY;
no 30 TabneTok
Y KOHTelHepax
179. | HOPMOBEH TabneTkn, BKpUTI MAT YKpaiHa MAT "KuiBcbkuid BiTaMiHHWIA YKpaiHa BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 6e3 UA/4475/01/01
NNiBKOBOIO "KuiBcbkuii 3aBog" 3MiHuM | TUNY - 3MiHa po3mipy cepii (BkoYaouu peyenma
060/10HKOH0, MO BiTaMiHHWI fiana3oH po3mipy cepii) roToBOro /ikapcbKoro
10 TabneTtoK y 3asog" 3aco6y (36inbweHHsA fo 10 pasis NOpiBHSAHO i3
6nictepi, no 3 3aTBEP)KEHUM PO3MIPOM) - BBEAEHHSA
6nictepu B [,04aTKOBOro po3mipy cepii
nadui; no 10
TabneTok y
6nictepi, no 6
6nicTtepis B
navi
180. | HOTTA® Kpanni opasibHi Pixappg, ABCTpIs Pixapg bitTHep Al ABCTpist BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/1972/02/01
no 20 mn, abo BiTTHep Al 3MiHuM | TUNY - BBEAEHHA abo 3MiHM g0 peyenma

no 50 mn, abo
no 100 mny
donakoHax 3

y3ara/ibHeHUX faHux Npo cucTemy
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/ab0 3MiHWN Yy PO3MiLLeHHI MacTep-chainna
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
KpanesnbHUM cucTtemmn chapmakoHariagy
fo3aropom Ne 1
181. | HOTTA® Tabnetkn Ne 12 Pixappg, ABCTpis Pixapg bitTHep Al AscTpist BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 6e3 UA/10043/01/01
(12x1), Ne 24 BitTHep Al 3MiHM | TUNY - BBEAEHHS abo 3MiHV A0 peyenma
(12x2), Ne 36 y3arasibHeHUX gaHux npo cuctemy
(12x3), Ne 48 thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
(12x4) y Ta/abo 3MiHM y po3MiLLleHHI MacTep-daiina
6nictepax y cuctemu chapmakoHarnagy
KapTOHHIi
Kopo6ui
182. | HYPO®EH® cycneHsis PekkiTT Benvka PekkiTT BeHkizep Xenckep Benvka BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasnis: 6e3 UA/8233/01/02
ANns [ITEN opasibHa 3 BeHkizep BputaHis (FOKei) NimiTen BputaHis BUMNpPaB/IEHHS TEXHIYHOI NOMWIKV B METOAAX peyenma
POPTE anenbCUHOBUM Xernckep KOHTPO/I0 AIKOCTi Y po3aini «Bupo6HuKM giroyoi
cmakom, 200 IHTEepHeLwHN peyvyoBunHU»
mr/5 mn no 100 Nimiteq
ma, 150 mny
donakoHax Ne 1
183. | OKCANMINAATWU | posunH gns MAT YkpaiHa MAT "KniBmegnpenapat” YkpaiHa BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 3a UA/7653/01/01
H iH'ekyin, 2 mr/mn "KuiBmegnpen (nakyBaHHA i3 in bulk cipmu- 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw, peuyenmom
no 25 mn (50 mr) apart" BMPOGHUKa «Ppe3eHiyc Kabi BiNOBIAaNbHOI 3a 3[iiCHEHHS hapmakoHarnsay;
a6o 50 mn (100 OHkonomkn Nimitegy, IHAIN) KOHTaKTHOT 0CO6U 3 chapmakoHarnsagy 3asiBHMKa
Mr) y doniakoHax ONs 30iicHeHHs chapmakoHarnsgy B Ykpaii,
Ne 1 AKLLO BOHA BiMiHHA Bif, yNOBHOBaXeHO! 0coou,
BiANOBigas/IbHOI 3a 34jICHEHHST hapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
dhapmakoHarnsgy
184. | ONNTAP® 3 MI' Tabnetkn no 3 MeHapiHi IMokcembypr BUpPO6HMUTBO "in bulk™: YCB IHais/ ITania BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/6108/01/03
mr no 30 IHTepHeLLoHan Nimviten, IHAiA; BUPOGHMLTBO 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
TabneTtok y OnepeiiwoHc "in bulk", KiHLEBe naKkyBaHHS, roTOBOrO Jlikapcbkoro 3acoby (He3HavyHa 3miHa y
6nictepi; no 1 Mokcembypr BWMNYCK cepiii: A. MeHapiHi 3aTBEpPKEeHMX MeTofax BUNPOo6YyBaHHS); 3MiHu |
abo no 2 MaHyhakTypiHr JloricTikc eHp, T™Mny - 3MiHa NnapameTpiB cneuudikaliin Ta/abo
6nictepy B Cepsicec C.p.J1., Itanis; [0MNyCTUMKX MEX FOTOBOFO /iKapCbKOro 3acoby
KapTOHHIl KOHTpOnNb cepii: A. MeHapiHi (BHECEHHSA 3MiH [0 A,0CLE NIC/1A OHOB/IEHHSA
Kopoo6ui MaHyhakTypiHr JloricTikc eHg, 3arasibHOT CTaTTi Ha roTOBY NiKapcbky hopmy y
Cepsicec C.p.J1., ITanis [odY/EBponelicbkili hapmakoner)
185. | ONIPEH™ nnactup TeBa I3painb BMPOGHUK, SKWiA BignoBsigae 3a AnoHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/5930/01/01
TPAHCAEPMA | TpaHcaepmasibH dapmaueBTika BMPOGHMLTBO HimeuunHa 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 peyenma
NbHWIA niAi no 140 mr/12 n lHaacTpi3 Hepo3acoBaHOro NPoAyKTy; y3arasibHeHuUX gaHux npo cuctemy
NNACTUP roavH Ha 140 nra. nepBMHHA Ta BTOPUHHA hapmakoHarnsgy (BkI4atoum KOHTaKTHI AaHi)

cM2 Ne 2: no 2
nnactupu y
nakerTi 3
naneposo-
a/TIOMIHIEBO-
nonieTnneHoBoi
nnieku; no 1
nakeTy B

ynakoBKa, KOHTPO/Ib Cepii:
Teiika PapmacbtoTukan Ko.,
NTA., ANoHis; BUPOGHUK, SKWiA
BiANOBIAAE 3a KOHTPOb cepii:

Mepkne 'm6X, HimeuunHa;
BMPOGHUK, SKWiA BignoBsigae 3a
BMNycK cepii: Mepkne Mv6X,

HimeyynHa

Ta/ab0 3MiHKN y po3MiLLEeHHI MacTep-thainna
cucTEMM (hapMakoHarsay
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
KapTOHHIi
Kopobui; Ne 5: no
5 nnactupis y
nakeTi 3
nanepoBo-
atOMiHIEBO-
nonieTnneHoBoI
nnisku; no 1
nakeTty B
KapTOHHIi
Kopobui; Ne 10:
no 5 nnacTupis y
nakeTi 3
nanepoBo-
atOMiHIEBO-
nonieTnneHoBoI
nnisku; no 2
nakeTu B
KapTOHHIi
Kopobui
186. | OMPIMEA® TabneTku KPKA, o.4., CnoseHis BMPO6HULTBO "in bulk", CnoseHisi/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasiis: 3a UA/14075/02/01
NPOJIOHroBaHo|l Hoso mecTo nepBuHHE Ta BTOPUHHE HimeuunHa 3MiHW, L0 NOTPebyoTh HOBOT peecTpauii peyenmom
4ii no 0,26 mr Ne nakyBaHHs, KOHTPO/Ib Ta nikapcbKoro 3acoby - foAaBaHHs HOBOI NikapCbKoT
30 (10x3), Ne 90 BWMNYCK cepil: dopmu. 30608B'A3aHHA Npu BUZAYi
(10x9) y KPKA, a.a., HoBo mecTo, peecTpauiiHOro NocBig4YeHHS BiACYTHI.
6nictepax CnoBeHis; MepioAnYHICTb NOAAHHSA PErynsipHO
nepBMHHE Ta BTOPVHHE OHOBJIHOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
nakyBaHHS, BUMYCK cepii: Mopsaaky 34iicHeHHs Harnsay 3a NoGivuHMMK
TAL dapma M'm6X, HimeuuunHa,; peakuisiMn NiKkapcbkux 3acobis, [03BONEHUX [0
KOHTPO/b Cepil: MeAWYHOro 3acTocyBaHHs, 3aTBepaXeHoro
TAL ®apma N'M6X, HimeyumnHa; Hakazom MO3 Big, 27 rpygHs 2006 poky Ne898,
KOHTPO/b MiKPOGiONorivYHol 3apeecTpoBaHoro B MiHicTepCTBi HCTULi YKpaiHu
4ncTOTY Cepii (y Bunaaky 29 ciyHs 2007 poky 3a Ne73/13340, cTaHOBUTb:
KOHTposito cepii TA ®apma BiANOBIAHO [0 MEPIOANYHOCTI CKNafaHHs
m6X): perynisipHoO OHOBJIKOBAHOTO 3BITY 3 6e3neku
Nla6op /1+C Al’, HimeuyunHa nikapcbKkoro 3acoby, A03BO/IEHOro A0 MeANYHOro
3aCTOCYBaHHS, Ha LeHTPa/lbHOMY PiBHI.
187. | OMPIMEA® Tabnetku KPKA, 4.4., CnoseHis BMPO6HULTBO "in bulk", CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/14075/02/02
NPOIOHrOBaHOT HoBo mecTo nepBuHHE Ta BTOPUHHE HimeuunHa 3MiHWY, L0 NOTPebyoTb HOBOT peecTpawii peyenmom

Aii no 0,52 mr Ne
30 (10x3), Ne 90
(10x9) y
6nictepax

nakyBaHHA, KOHTPOJIb Ta

BUNYCK cepi:

KPKA, 4.4., HoBo mecTo,

CnoBeHis;

nepBuHHE Ta BTOPUHHE
nakyBaHHS, BUMYCK cepil:

KOHTPO/b Ccepil:

TAL ®apma MM6X, HimeuumnHa;

TAL dPapma 'm6X, HimeyuunHa,;

nikapcbKoro 3acoby - AoAaBaHHsA HOBOI NiKapCbKOi
hopmu. 3060B'A3aHHA Npu BUAAYI
peecTpauiiiHoro NocBig4YeHHs BiACYTHI.
MepioAnYHICTL NOAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6€3neku BiANOBIAHO A0
Mopsigky 34iMCHEeHHA Harnsay 3a NoGiYHUMK
peakuisiMun NikapcbKux 3aco6iB, O3BOIEHUX A0
MeJIMYHOro 3aCTOCYBaHHS, 3aTBEPKEHOrO
Hakazom MO3 Big 27 rpyaHs 2006 poky Ne898,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
KOHTPO/b MiKpob6ionoriyHol 3apeecTpoBaHoro B MiHIiCTepCTBi toCTuULii YkpaiHn
yucToTu cepii (y Bunaaky 29 ciyHs 2007 poky 3a Ne73/13340, cTaHOBUTb:
KOHTposito cepii TAL ®apma BIZANOBIAHO [0 NEPIOANYHOCTI CKNagaHHA
v6X): perynspHoO OHOBJ/THOBAHOrO 3BITYy 3 6e3neku
Na6op N+C Al’, HimeyunHa nikapcbKoro 3acoby, A03BO/IEHOro A0 MeANYHOro
3aCTOCYBaHHS, Ha LeHTpaIbHOMY PiBHi.
188. | OMPIMEA® TabneTku KPKA, a.4a., CnoBeHis BMPO6HULTBO "in bulk”, CnoseHisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/14075/02/03
NpPO/IOHroBaHo|I HoBso mecTo nepBuHHE Ta BTOPUHHE HimeuunHa 3MiHK, WO NOTPebytoTb HOBOT peecTpauii peyenmom
Aiino 1,05 mr Ne nakyBaHHs, KOHTPO/1b Ta nikapcbKoro 3acoby - AoAaBaHHSA HOBOI NiKapCbKOi
30 (10x3), Ne 90 BWMNYCK Cepil: chopmu. 3060B'A3aHHA Npy BUgaui
(10x9) y KPKA, a.4., HoBo mecTo, peecTpaLiiiHOro NocBigYEHHs BiACYTHI.
6nictepax CnoBeHis; MepioanyHICTb NOAaHHSA PerynsipHo
nepBUHHE Ta BTOPVHHE OHOBJ/IIOBAHOrO 3BiTy 3 6e3nekun BiAnoBiAHO A0
nakyBaHHS, BUMYCK cepii: Mopsaaky 34iicHeHHs Harnsay 3a NoGiuHMMK
TAL ®apma Mv6X, HimeuumnHa,; peakuisiMun fikapcbkux 3aco6iB, AO3BOEHUX A0
KOHTPO/Tb Cepil: MeAMYHOro 3acTOCYBaHHS, 3aTBEPAKEHOI0
TAL dapma M'm6X, HimeuuunHa,; Hakazom MO3 Big 27 rpyaHs 2006 poky Ne898,
KOHTPO/b MiKpob6ionoriyHol 3apeecTpoBaHoro B MiHiCTepCTBi toCTuULiT YkpaiHn
yncToTyn cepii (y Bunagky 29 ciyHs 2007 poky 3a Ne73/13340, CTaHOBUTL:!
KoHTposito cepii TAL ®apma BiANOBIAHO A0 NEPIOANYHOCTI CKIafaHHSA
m6X): perysisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
Na6op N+C Al, HimeuunHa nikapcbKoro 3acoby, f,03BO/IEHON0 A0 MEAUYHOTO
3aCTOCyBaHHS, Ha LeHTPa/IbHOMY PiBHI.
189. | OMPIMEA® TabneTku KPKA, a.4., CnoseHis BMPOGHULTBO "in bulk", CnoseHis/ BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/14075/02/04
NPOJIOHroBaHo|l Hoso mecTo nepBuHHE Ta BTOPUHHE HimeuyunHa 3MiHW, L0 NOTPebyoTh HOBOT peecTpauii peyenmom
aiino 1,57 mr Ne nakyBaHHs, KOHTPO/b Ta niKkapcbKoro 3acoby - oAaBaHHs HOBOI NikapCbKoT
30 (10x3), Ne 90 BWMNYCK cepil: dhopmu. 30608B'A3aHHA Npu BUAaYi
(10x9) y KPKA, a.4., HoBo mecTo, peecTpaLiiiHOro NocBigYeHHS BiACYTHI.
6nictepax CnoBeHis; MepioAnYHICTb NOAAHHS PErynspHO
nepBMHHE Ta BTOPVHHE OHOBJIHOBAHOrO 3BiTY 3 6Ge3neKku BigNOBIAHO A0
nakyBaHHs, BUNYCK cepii: MopsiAKy 34iMCHEHHS Harnsgy 3a No6iYHNMK
TAL dapma M'm6X, HimeuuunHa,; peakuisiMn Nikapcbkux 3acobis, [03BONEHUX [0
KOHTPO/b Cepil: MeANYHOro 3aCTOCyBaHHA, 3aTBEPAKEHOrO
TAL ®apma MM6X, HimeuumnHa; Hakazom MO3 Big, 27 rpyaHs 2006 poky Ne898,
KOHTPO/b MiKpOGionoriYHol 3apeecTpoBaHoro B MiHicTepcTBi HoCTULi YkpaiHu
yncToTm cepii (y Bunagky 29 ciyHs 2007 poky 3a Ne73/13340, CTaHOBUTb:
KOHTposto cepii TAL ®apma BiAMNOBIAHO 40 NEPIOANYHOCTI CK1afaHHA
m6X): perynsipHoO OHOBJ/IKOBAHOTO 3BITY 3 6e3neku
Nla6op N1+C Al’, HimeuyumHa niKapcbKkoro 3acoby, 403BO/IEHOr0 A0 MeANYHOro
3aCTOCYBaHHS, Ha LeHTPa/lbHOMY PiBHI.
190. | OMPIMEA® Tabnetku KPKA, 4.4., CnoseHis BMPO6HULTBO "in bulk", CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiitHux maTepianis: 3a UA/14075/02/05
NPOJIOHrOBaHo| HoBo mecTto nepBvHHE Ta BTOPUHHE HimeuunHa 3MiHK, WO NOTpebytoTb HOBOI peecTpauii peyenmom
4iino 2,1 mr Ne nakyBaHHs, KOHTPO/Ib Ta nikapcbKoro 3acoby - AofaBaHHsA HOBOI NiKapCbKOi
30 (10x3), Ne 90 BUMNYCK cepil: dhopmu. 30608B'A3aHHA Npu BUAAYI
(10x9) y KPKA, a.4., HoBo mecTo, peecTpaL,iiHOro NoCBiAYEHHS BiACYTHI.
6nicTepax CnoBeHis; MepioAnYHICTb NOAAHHSA PEryNAPHO

nepBUHHE Ta BTOPUHHE
nakyBaHHs1, BUMYCK cepii:

OHOB/IOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
[Mopsigky 34iMCHEeHHA Harnsay 3a No6iYHUMK
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
TAL ®apma MM6X, HimeuumnHa; peakuisiMun Nikapcbkux 3aco6iB, O3BOIEHUX A0
KOHTPO/b Ccepil: MeAMYHOro 3acTOCYBaHHS, 3aTBEPAKEHOI0
TAL ®apma MM6X, HimeuunHa,; Hakazom MO3 Big, 27 rpygHa 2006 poky Ne898,
KOHTPO/b MiKpob6ionoriyHol 3apeecTpoBaHoro B MiHIiCTepCTBi toCTuULiT YkpaiHn
4nCcTOTY Ccepii (y BUnaaky 29 ciyHs 2007 poky 3a Ne73/13340, cTaHOBUTb:
KOHTposito cepii TAL ®apma BIZANOBIAHO [0 NEPIOANYHOCTI CKNafaHHA
v6X): perynspHO OHOBJ/THOBAHOrO 3BITY 3 6e3neku
Na6op NN+C Al', HimeuyunHa nikapcbKoro 3acoby, 403BO/IEHOro A0 MeANYHOro
3aCTOCYBaHHS, Ha LeHTpa/IbHOMY PiBHi.
191. | OMPIMEA® TabneTku KPKA, a.4a., CnoBeHis BMPO6HULTBO "in bulk", CnoseHisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/14075/02/06
NPOJIOHroBaHo|I HoBso mecTo nepBuHHE Ta BTOPUHHE HimeuunHa 3MiHK, WO NOoTPebytoTb HOBOT peecTpaLii peyenmom
Aiino 2,62 mr Ne nakyBaHHs, KOHTPO/1b Ta nNikapcbKoro 3acoby - AoAaBaHHSA HOBOI NiKapCbKOi
30 (10x3), Ne 90 BWMNYCK Cepil: chopmu. 3060B'A3aHHA Npy BUgaui
(10x9) y KPKA, a.4., HoBo mecTo, peecTpaLiiiHOro NocBigYEHHS BiACYTHI.
6nictepax CnoBeHis; MepioanyHICTb NOAaHHSA perynsipHo
nepBUHHE Ta BTOPVHHE OHOBJ/IIOBAHOrO 3BiTy 3 6e3neku BiAnoBiAHO A0
nakyBaHHS, BUMYCK cepii: Mopsaaky 34iicHeHHs Harnsay 3a NoGiuHMMK
TAL ®apma MM6X, HimeuunHa; peakuisiMun fikapcbkux 3aco6iB, AO3BOEHUX A0
KOHTPO/Tb Cepil: MeAMYHOro 3acTOCYBaHHS, 3aTBEPAKEHOI0
TAL dapma M'm6X, HimeuuunHa,; Hakazom MO3 Big 27 rpyaHa 2006 poky Ne898,
KOHTPO/b MiKpob6ionoriyHol 3apeecTpoBaHoro B MiHIiCTepCTBI toCTULT YkpaiHn
yncToTH cepii (y BUnagky 29 ciyHs 2007 poky 3a Ne73/13340, CTaHOBUTL:!
KoHTposito cepii TAL ®apma BiANOBIAHO 40 NEPIOANYHOCTI CKIafaHHSA
m6X): perysisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
Na6op N+C Al, HimeuunHa nikapcbKoro 3acoby, f,03BO/IEHON0 A0 MEAUYHOTO
3aCTOCyBaHHS, Ha LeHTPa/IbHOMY PiBHI.
192. | OMPIMEA® TabneTku KPKA, o.4., CnoseHis BMPOGHULTBO "in bulk", CnoseHis/ BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiaiis: 3a UA/14075/02/07
NPOJIOHroBaHo|l Hoso mecTo nepBuHHE Ta BTOPUHHE HimeuyunHa 3MiHW, L0 NOTPebyoTh HOBOT peecTpalii peyenmom
4ii no 3,15 mr Ne nakyBaHHs, KOHTPO/b Ta nikapcbKoro 3acoby - oAaBaHHs HOBOI NikapChKoT
30 (10x3), Ne 90 BWMNYCK cepil: dhopmu. 30608B'A3aHHA Npu BUAaYi
(10x9) y KPKA, a.4., HoBo mecTo, peecTpaLiiiHOro NocBig4YeHHS BiACYTHI.
6nictepax CnoBeHis; MepioAnYHICTb NOAAHHS PErysapHO
nepBMHHE Ta BTOPUHHE OHOBJIHOBAHOrO 3BiTY 3 6Ge3neKkn BigNOBIAHO A0
nakyBaHHs, BUNYCK cepii: MopsiAKy 34iMCHEHHS Harnsagy 3a No6iYHNMK
TAL dapma M'm6X, HimeuuunHa,; peakuisiMn Nikapcbkux 3acobis, [03BONEHUX [0
KOHTPO/b Cepil: MeANYHOro 3aCTOCyBaHHA, 3aTBEPAKEHOIO
TAL ®apma MM6X, HimeuumnHa; Hakazom MO3 Big, 27 rpyaHs 2006 poky Ne898,
KOHTPO/b MiKpOGionoriyHol 3apeecTpoBaHoro B MiHicTepcTBi HCTULi YkpaiHu
4ncTOTY Cepii (y Bunaaky 29 ciyHs 2007 poky 3a Ne73/13340, CTaHOBUTb:
KOHTposto cepii TAL ®apma BiANOBIAHO 40 NEPIOANYHOCTI CK1afaHHA
m6X): perynsipHoO OHOBJ/IKOBAHOTO 3BITY 3 6e3neku
Nla6op /1+C Al’, HimeuyumHa niKapcbKkoro 3acoby, 403BO/IEHOro A0 MeANYHOro
3aCTOCYBaHHS, Ha LEeHTPa/lbHOMY PIiBHI.
193. | OCNAMOKC® TabneTkn, BKpUTI CaHpo3 CnoseHis CaHpo3 'm6X — TexOnc ABCTpist BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3a UA/3975/01/01
NNiBKOBOIO dapmacbloTika 3MiHK | TUMY - NOAAHHS OHOB/IEHOTO cepTudlikaTa peuyenmom
060/10HKOI0, NO n3 a.a. R2-CEP 1995-034-Rev 06 Big BXe
500 mr no 12 3aTBEP)KEHOro BUPOBOHMKA

TabneTok y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
6nictepi; no 1
6nictepy B
KapTOHHii
Kopo6ui
194. | OCNAMOKC® TabneTkn, BKpUTI CaHpo3 CnoseHis CaHpo3 'm6X — TexOnc ABCTpist BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/3975/01/02
NNiBKOBOIO dapmacbtoTika 3MiHK | TUNY - NOA4AHHS OHOBIEHOTO cepTudlikaTa peyenmom
060/10HKOH, MO n3 a.a. R2-CEP 1995-034-Rev 06 Big BXe
1000 mr no 6 3aTBEPKEHOIO BUPOGHMKA
TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIi
Kopo6ui
195. | OCNEKCUH® rpaHynu no 33 r CaHpo3 CnoseHis CaHpo3 'm6X — TexOnc ABCTpist BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/6930/01/01
ansa 60 mn dapmacbloTika 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom
opasibHOT n3 g.a. HalimeHyBaHHs Ta/abo agpecu micus
cycneHsii (125 NpoBaPKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
Mmr/5 mn) y rOTOBOrO NiKAPCbKOro 3acoby, BKIUaUn

dhnakoHax Nel

AinbHUUI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPO/IO SIKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAae
BMPOGHMK/iMNOpPTEpP, BK/KOYAKOYM BUMYCK Cepili)
(3MiHa Ha3BuM Ta NpuMBELEHHA MiCLEe3HaXOMKeHHS
BMpo6Huka M3 y BignosigHicTb A0 JliLeHsii Ha
BVMPOGHMLTBO Ta A0 BUCHOBKY w040
niATBEpXEHHS BiANOBIAHOCTI BUPOGHMLTBA
NiKapcbKnx 3acobiB BUMOram HanexHoi
BMPOGHUWYOI npakTvkn (GMP), BugaHoro
[epxaBHot0 cnyx6010 YKpaiHu 3 flikapCbknx
3aco6iB, 6e3 3MiHN Micus BUpobHULTBA) (TepMiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBepKeHHs); 3MiHu | Tuny - 3MiHW 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkiii
hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJIEHOTO cepTudikaTa BigNoBIgHOCTI a6o
BWYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI
A®I; ons [ONOMIXHOT pevoBuHY (cepTudikar
BignoBigHOCTI E€Bponeiickbkilt hapmakoner) -
OHoBeHWiT cepTuddikat Bif, y)xe 3aTBEPAKEHOTO
BMpOGHMKa (NnogaHHa oHoBneHoro CEP R1-CEP
1997-007-Rev 06 gns gitoyoi peyosnHm Cefalexin
Bif 3aTBEpmAXeHoro BupobHuka DSM SINOCHEM
PHARMACEUTICALS SPAIN, S.A. B pamkax
3asBeHOI nNpoLeaypu Bigbynacsa 3miHa Ha3Bu Ta
agpecu BnacHuka ceptudpikaty (holder) Ta smiHa
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

Ha3Bu BMPOGHMYOT AinbHuui (Site of production),
6e3 3MiHU Micus BUPO6HMLTBA

196.

OCIMNEKCUH®

rpaHynu no 33 r
L8 60 mn
opanbHol
cycneHsii (250
mr/5 mMn) y
donakoHax Nel

CaHpos3
dapmacbloTika
n3 p.no.

CnoBeHisa

CaHpo3 'm6X — TexOnc

AscTpist

BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis:
3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NpoBaf)KEHHS AiSNIbHOCTI BUPOOHUKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIoYaoun
OinbHWLI BUNYCKy cepii abo Micle npoBefeHHs
KOHTPO/O SKOCTI. (Ais/IbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/iMNOpTEpP, BK/IKOYAK4M BUMYCK Cepili)
(3MiHa Ha3BM Ta NpMBEeLEeHHS MiCLEe3HaXOMKEeHHS
BMpO6HUKa 13 y BiANOBIAHICTL A0 NiueHsii Ha
BMPOBGHMLTBO Ta A0 BMCHOBKY LOAO
nigTBEPAKEHHA BIANOBIAHOCTI BUPOBHULITBA
NiKapcbKnx 3acobiB BUMOram HanexHoi
BMPOGHMYOI npakTvkn (GMP), BugaHoro
[epxaBHOI0 Cnyx60t0 YKpaiHW 3 NiKapCbKux
3aco6is, 6e3 3MiHM Micus BUpo6HULTBa) (TepmiH
BBEAEHHS 3MiH MPOTAroM 6-Tv MicsALiB micns
3aTBepKeHHS); 3MiHU | Tuny - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat
BiAMOBIAHOCTI EBpoONechbkiii
thapmakonei/MoHorpadii. MogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWyYEHHS cepTudikaTta BianoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ons fONOMIXHOT pevoBuHY (cepTuddikat
BIANOBIAHOCTI EBponelichbkin hapmakonei) -
OHOB/EHWI cepTUQIKaT Bif y)Xe 3aTBEpXEHOro
BUpO6HMKa (NnogaHHs oHoBneHoro CEP R1-CEP
1997-007-Rev 06 gns gitoyoi peyosnHm Cefalexin
Bif 3aTBepmxeHoro BupobHuka DSM SINOCHEM
PHARMACEUTICALS SPAIN, S.A. B pamkax
3asBM1eHOI Npoleaypu Bigbynacsa 3miHa Ha3Bu Ta
aapecy BnacHuka ceptudikaty (holder) Ta 3miHa
Ha3BW BUPOBHMYOT ainbHUL (Site of production),
6e3 3MiHn Micusa BUpobHMLTBA

3a
peyerimom

UA/6930/01/02

197.

NAHKPEA3M

TabneTkn
KMLUKOBOPO34MH
Hi no 10
TabneTok y
6nictepi; no 2
a6ono5
6nictepiB y
nauui 3 KapToHy

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHKM | TUNY - BUNYYEHHS BUPOBHWNYOI [iNbHUL
A®| naHkpeaTVH; 3MiHK | TURy - 3MiHa y MeToAax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby -
OHOB/IEHHS Noka3Huka "MikpobionoriyHa uncroTa’
BiANOBIAHO A0 YMHHOI chapmakonei AdY; cynyTHA
3MiHa: 3MiHa napameTpiB cneuudikayii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BHECEHHS 3MiH 0 AOCHE NiCA5i OHOB/IEHHS

6e3
peyenma

UA/8550/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
3arasibHOi CTaTTi Ha roTOBY /likapcbKy hopmy y
[dY/EBponeiicbkii hapmakonei)
198. | MAPALEETAMO | Ta6bnetku no 325 TOB YkpaiHa TOB "Ctupon6iochapm" YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasiis: 6e3 UA/5069/02/01
n 325 Mr Mr Ne 6, Ne 12 y "CTtupon6ioca 3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenma —
6nictepax, Ne 12 pm" HalilMeHyBaHHs1 Ta/abo agpecy 3asiBHMKa Ne 6, Ne 12,
(12x1), Ne 30 (BnacHuKa peecTpauiitHoro nocsigyeHHs) (3miHa Ne 30; 3a
(6x5), Ne 120 afpecy 3asBHIKa) peyenmom —
(12x10) y Ne 50, Ne
6nictepax y 120
nauui; Ne 30, Ne
50y
KOHTeliHepax Ne
1y navui
199. | MAPALIETAMO | kancynu no 325 TOB YkpaiHa TOB "Ctupon6iochapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/5069/01/01
N 325 Mr Mr Ne 6, Ne 12 y "CTtupon6ioca 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenma —
6nictepax; Ne 30 pm* HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa Ne 6, Ne 12,
(6x5), Ne 120 (BnacHvika peecTpauiiiHoro noceigyeHHs) (3miHa Ne 30; 3a
(12x10) y agpecu 3asaBHUKA) peyenmom —
6nictepax y Ne 50, Ne
nauui; Ne 30, Ne 120
50y
KOHTeliHepax Neo
1y navui
200. | NIPALUETAM pO34MH ons MAT "dapmak” YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/1878/02/01
iH'ekyit 20 % no 3MiHK | TUNY - NogaHHA HOBOTO cepTudikata R1- peyenmom
5wmn, 10 mn, 20 CEP 2004-069-Rev 00 Big, BXe 3aTBEpAXEHOro
M1 B amnynax BUPOOHWKA; 3MiHW | TUNy - NOAaHHA HOBOTO
Ne 10 y nayui; Ne ceptugpikata R1-CEP 2004-083-Rev 04 Big BXe
10 (5x2) y 3aTBepAxeHoro sBupobHuka NORTHEAST
6nictepax PHARMACEUTICAL GROUP CO. LTD,, 3
NOCANifOBHO 3MIHO: BBEAEHHS A0AATKOBOT
AinbHuui Ana BupobHuyTea Ad|
201. | NPAJAKCA® Kancynv Teepai Bepinrep HimeuyunHa Bepinrep IHrenbxainm ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a UA/10626/01/01
no 75 mr no 10 IHrenbxaim 'm6X i Ko. KI 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0 peuyenmom
Kancyny IHTepHeLUHN y3arasibHeHUX faHux nNpo cucTemy
6nictepi; no 1 M6X thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
a6o 3, abo 6 Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
6nictepiB y cuctemun chapmakoHarnagy
Kopo6ui; no 60
Kancyny
donakoHi; no 1
chnakoHy B
KopooLi
202. | NPAAAKCA® Kancynu Teepai Bepinrep HimeuunHa BepiHrep IHrenbxainm ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasiis: 3a UA/10626/01/02
no 110 mr no 10 IHrenbxanm 'm6X i Ko. Kl 3MiHM | TUNY - BBEAEHHS abo 3MiHV A0 peyenmom
Kancyny IHTepHeLUHN y3arasibHeHUX JaHux Npo cucTemy
6nictepi; no 1 M6X thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
abo 3, abo 6 Ta/ab0 3MiHWM Y po3MiLLleHHI MacTep-chaina
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
6nictepiB y crucTeMun dpapmakoHarnsagy
Kopobui; no 60
Kancyny
chnakoHi; no 1
dhnakoHy B
Kopoo6ui
203. | NPAJAKCA® Kancynv Teepgi Bepinrep HimeuyunHa BepiHrep IHrenbxainm ®apma HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/10626/01/03
no 150 mr no 10 IHrenbxaim Mv6X i Ko. KI, HimeuunHa 3MiHuM | TUNY - BBeAEeHHA abo 3MiHu 0 peuyenmom
Kancyny IHTepHeLwHn (BMPOGHMLTBO, KOHTPO/b y3arasibHeHVX AaHnx Npo cuctemy
6nictepi; no 3 M6X SIKOCTi, NEPBUHHE Ta BTOPUHHE thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
abo no 6 nakyBaHHs, BUMYCK cepii; Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
6nictepis y KOHTPO/Ib SIKOCTi FOTOBOrO cucTeMun dpapmakoHarnsagy
KapTOHHIi nikapcbKoro 3acoby)
Kopobui
204. | NPAMINEKCON | Tabnetku no ToBapucTBO 3 YkpaiHa ToBapnCcTBO 3 0OMEXEHOID YkpaiHa BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/13191/01/01
-3H 0,25 mr Ne 20 06MEeXeHOo BiANoBifasIbHICTIO "XapKiBCbke 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0 peyenmom
(10x2), Ne 30 BignoBigasIbHi hapmaveBTUYHE y3araslbHeHNX gaHux npo cuctemy
(10x3) y CTHo nignprvemcTBo "340p0B's hapMakoHarnsgy (BkIHYatoum KOHTaKTHI AaHi)
6nictepax "XapkiBcbke Hapogay" Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
chapmaveBTUY cucTtemmn chapmakoHarnsgy
He
nigNpUeEMCTBO
"300poB'a
Hapoay"
205. | NPAMINEKCON | Tabnetku no 1,0 ToBapucTBO 3 Ykpaina ToBapncTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/13191/01/02
-3H mr Ne 20 (10x2), 06MeXeHoto BiANOBIAAUTLHICTIO "XapKiBCbke 3MiHW | TUNY - BBEAEHHA abo 3MiHW A0 peyenmom
Ne 30 (10x3) y BigNoBiga/IbHI hapmMaueBTNUHE y3araJlbHeHUX AaHux npo cuctemy
6nicTepax CTIo nignprvemcTso "340p0oB's hapmakoHarnsgy (BK14atoum KOHTaKTHI AaHi)
"Xapkiscbke Hapoay" Ta/abo 3MiHM Y po3MilLleHHI MacTep-haiina
dhapmaveBTUY cuctemun hapmakoHariagy
He
nignpueMcTBo
"300poB'a
Hapoay”
206. | NPONIA™ po3yuH ans nakcoCmiTKn Benuvka Brpo6HMK HeposdhacosaHoi CLUA/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/12077/01/01
iH'ekyin, 60 AnH Exkcnopt BputaHis npoAyKujii: HigepnaHvgn 3miHu | TMNY - 3MiHn Woao 6e3nekn/edeKTUBHOCTI peyenmom
mr/mn no 1 mn NimiTeq AmmkeH MaHydekuypiHr Ta thapmakoHarnagy (iHwi 3miHu) (3MiHK 40
pPO3uuHy B Nimitea, CLUA, IHCTPYKLi 415 MeANYHOrO 3acTOCyBaHHSA Y
CKISTHOMY Brpo6HWK A5 nakyBaHHA Ta po3ginu: Cnoci6 3actocyBaHHs Ta fo3u (Po3gin
nonepeaHLo BUMYCKy cepii: [OMOBHEHO rpachivHOK CXEMOI0 3aCTOCYBaHHSA
HanoBHeHOMY AmmxeH €spona b.B., npenapary) (TepmiH BBEAEHHS 3MiH NPOTArom 3-x
wnpuui 3 HigepnaHvgn MicALiB MicnsA 3aTBepKEHHS); 3MiHu Il Tuny -
ro/IKoto, JNikapcbki 3ac06U. 3MiHW, LLO NOB’A3aHi 3i
3aKpUTOI 3HAYHMMM 3MiHAMK Y KOPOTKili XxapakTepucTu,i
KOBMAYKoM, i3 nikapcbKoro 3acoby, IHCTPYKLUIii 415 MefNYHOro
3aXCHUM 3aCTOCYBaHHS 3rifHO 3 HOBMMW AaHVMWU 3 AKOCTI,

npucTpoem Ne 1
y 6nicTepi B

OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta faHnMK
hapMakoHarnsay (3MiHM A0 IHCTPYKUii anst
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
KapTOHHIi MeJMYHOro 3aCTOCYBaHHS y po3ginu: MobiyHi
Kopoo6Li abo no peaxuii. 3acTocyBaHHs Yy nepiog, BaritTHocTi abo
1 M poO3UnHy B roflyBaHHs rpyaato. OcobsmBocCTi 3aCTOCYBaHHS.
CKISTHOMY B3aemogjs 3 iHWMMK flikapcbkumn 3acobamm Ta
nonepegHL0 iHWi BMAW B3aemogiit) (TepMiH BBEAEHHS 3MiH
3anoBHeHoOMy NpoTAroM 3-x MicsILiB NiCNA 3aTBEPAYKEHHS);
wnpuui 3 3MiHu |l Tuny - 3MiHn Wwoao
ro/1KOt0, 6e3nekun/edekTBHOCTI Ta thapMakoHarnagy.
3aKpUTOI 3MiHM Yy TepaneBTUYHMX NOoKa3aHHSAX (404aBaHHA
koBnaykom Ne 1 HOBOrO TepaneBTUYHOro NnokasaHHa abo 3miHa y
y 6nictepi abo 3aTBepMKEHOMY MokasaHHi) (3MiHM [0 IHCTPYKUIT
6e3 6nictepa, 015 MeAUYHOTO 3acTOCyBaHHSA Y po3ainu:
nomilLeHomy B MokaszaHHs) (TepmiH BBEAEHHS 3MiH NPOTArom 3-x
KapTOHHY MiCALiB Nicna 3aTBepAKeHHS)
Kopobky; no 1
M1 PO3YVHY B
CKNIAHOMY
dhnakoHi B
KapTOHHIi
Kopobui
207. | NPOTUAIABET | 36ipno2ry MNAT Ykpaina MAT "Ny6Hucbapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 6e3 UA/12981/01/01
WYHWIA 3BIP inbTp-nakeTi, "Nly6Hnchapm" 3MiHn | TURNY - AgMIHICTPaTUBHI 3MiHK. 3MiHa peyenma
no 25 inbTp- HalilMeHyBaHHs1 Ta/abo agpecy 3asiBHMKa
nakeTiB B nauuj; (BnacHvKa peecTpauiiiHOro noceig4eHHs) (3MiHa
nos50ry aapecy 3asBHvKa) (TepmiH BBEAEHHS 3MiH
naketax; no 50 r NPOTArom 6 -TW MICALIB NIiCNA 3aTBEPAXKEHHS);
y nakeTax 3 3MiHn | TUNY - AgMIHICTPaTVBHI 3MiHW. 3MiHa
nAiBKM B navu,i HalilmeHyBaHHs Ta/abo agpecy Micus
NpoBaPKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIUa4n
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJO AKOCTI. (AisSNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/KOYAKOYM BUMYCK Cepili)
(3miHa agpecy BUpobHUKa, 6e3 3MiHU MicLA
BMPOGHMLTBA. (NEepeiiMeHyBaHHS BY/.
MeTposcbkoro Ha Byn. bapsiHkosa) (TepmiH
BBEAEHHS 3MiH MPOTAroM 6-Tv MicsALiB micns
3aTBEPKEHHS)
208. | PENI®® cynosuTopii Baiep Llseiiuapis IcTityTo e Awxeni C.p.n. ITanis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 6e3 UA/3173/02/01
pekTasibHi Mo 5 KoHcblomep 3MiHn Il Tuny - FoTOBMiA Nikapcbkuii 3aci6. Onuc peyenma
mr Nel2 (6x2) y Kep Al Ta cknaj,. 3miHa y cknagi (40NoMiKHUX

cTpunax

peyoBMHax) roToBOro JliKkapCbkoro 3acoby (iHLwui
3MiHK) (3amiHa JONOMDKHOT pe4yoBMHN Macsio
NeyiHKX akynn iHLWOK AOMOMDKHOK PEeYOBUHO 3
TUM camyMmn PYHKULIOHA/TbHUMMN
XapakTepucTukamy Macso Kakao B eKBiBaJIeHTHIl
KiNbKOCTI 3 BIANOBIAHUMU 3MiHAMKU A0 po3z4iny
«Cknag», «Cneumdikauis», «MeToan KOHTPOsI0
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

AKOCTi» «MapKyBaHHsA» Ta SIK HacnigoK 3MiHW A0
IHCTPYKUIT N8 Me4UYHOro 3aCToCyBaHHS, 3riiHO
BucHoBKy KEI "Xipypris,
aHecTesiosioris/peaHiMaronoris, reMaronoris Ta
TpaHcdysionorisi. Jlikapcbki 3acobu”, y po3ginu:
Cknag, nikapcbkoro 3acoby - BU/1y4eHo macso
neyiHkm akynu. flikapcbka popma - BUTy4eHo i3
cnabkum pMBHNM 3anaxom.
dapmakoTepaneBTMYHa rpyna - BUIy4eHo
HacTynHy pasy ">XmpoBa 0CHOBa Cyrno3vTopiiB
YMHUTL MNOM'SIKLLYBaUIbHY Ait0" MNepefo3yBaHHS -
BUyYeHO: "y BUMNaaKax iCTOTHOTO NepeBuLLEHHS
pekoMeHA0BaHNX pa3oBux i 4O60BMX [03 MOXEe
CrnocTepiraTucb CXWIbHICTb A0 rinepkoarynsuii')
(TepmiH BBELIEHHS 3MiH NPOTAroM 3-X MicsL,iB
nicns 3aTBEpPKEHHS)

209.

PENID®
AABAHC

cynosuTopii
pekTasibHi no
206 mr Ne 12
(6x2) y cTpunax

Baiiep
KoHcbomep
Kep Al

LBeiiLapis

IcTiTyTOo O Anxeni C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis:
3MiHn Il Tuny - FoTOBMI Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (4onoMiKHMX
peyoBUHax) roToBOro Nikapcbkoro 3acoby (iHLui
3MiHM) (3amiHa A0MOMIKHOT PEYOBVHW Macso
NEeYiHKM aKy/v iHLIOK AOMOMIKHOIO PEYOBKHOIO 3
TUM camrmMy OyHKLiOHaTbHUMMN
XapakTepucTukamy Macsio Kakao B EKBIBa/IEHTHIN
KifIbKOCTi 3 BigNOBIAHMMMN 3MiHAMMW [0 po34iny
«Cknapgy», «Cneuudikanis», «MeTofmn KOHTPOsIo
SAKOCTi» «MapKyBaHHs» Ta SK HacNigoK 3MiHU A0
IHCTPYKL|i 415 MeAUYHOTo 3aCTOCYBaHHS, 3rifHO
BucHoBKy KEI "Xipyprisi,
aHecTesionoris/peaHimaronoris, reMaTosioris Ta
TpaHcdysionoris. Jlikapcbki 3acobn”, y po3ginu:
Cknag, nikapcbkoro 3acoby - BU/ly4eHO Mac/o
neyiHkn akynu. MNepefosyBaHHs - BUTyYeHo: "y
BUMNagkax CyTTEBOro NepeBuLLIEHHS
peKkoMeHA0BaHUX Pa3oBuX i 4O60BUX 403 Macna
NeYiHKM akysim MoXe CrnocTepiraTncb CXWUMbHICTb
[0 NpUCKOpeHOro 3ropTaHHs Kposi") (TepMiH
BBEEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPKEHHS)

6e3
peyenma

UA/7089/01/01

210.

PENID®
AABAHC

Ma3b pekTasibHa,
200 wmr/r no 28,4
ryTtybax Nely
KOMMNEKTi 3
annikatopom

Baiiep
KoHcbromep
Kep Al

LBeiiLapis

damap A.B.E. AsnoH MnaHT

Ipeuis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu Il TUny - FOTOBWMIA Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (40onoMiXHMX
peyvoBMHax) roTOBOrO JlikapCcbKoro 3acoby (iHLwi
3MiHK) (3amiHa LONOMDKHOT pe4yoBMHU Macso
MeYiHKN akyn iHLO AOMOMDKHOK PEYOBUHOI 3
TUM camrmMy OyHKLiOHa/TbHUMMN
Xapaktepuctmkamu napadiH 6inuii M'sikuii B
€KBiBa/IEHTHIl KiNlbKOCTi 3 BifNOBIAHUMMN 3MiHAMKN

6e3
peyenma

UA/1953/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
Ao posginy «Cknag», «Cneuudikauis», «<MeTogu
KOHTPOJO AKOCTi» «MapKyBaHHS» Ta K Hac/ioK
3MiHV A0 IHCTPYKLi 4158 MegnyHOro
3acTocyBaHHs, 3rigHo BucHoBky KEI "Xipypris,
aHecTesionoris/peaHimaronoris, reMaTosnoris Ta
TpaHcdysionoris. Jlikapcbki 3acobu”, y po3ginu:
Cknag nikapcbkoro 3acoby - BU/Ty4eHO Mac/o
neyviHku akynu. NepenosyBaHHs - BUy4YeHo: "y
BMNAAKY iCTOTHOrO NepeBULLEHHS
pekoMeHA0BaHNX Pa3oBuX i 4O60BUX [03 Macna
NeYiHKM akyim Moxe CrnocTepiraTucb CXUNbHICTb
[0 NpYCKOpeHoro 3ropTaHHs Kposi") (TepMiH
BBEJEHHS 3MiH MPOTArom 3-x MicsLiB nicns
3aTBEPKEHHS)
211. | PEMAHTO TabneTku, Wwo AnBoreH IMNKo | Jltokcembypr NOBHWI LMK BUPOGHMLTBA: Ipeuis BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiais: 3a UA/13991/01/01
AVCnepryoTbes C.ap.n. lenecbapm CA, lpeuis; 3MiHM | TUNY - BBEAEHHS abo 3MiHV A0 peyenmom
B pPOTOBIlA anbTepHaTUBHUIA BUPOBHMK y3arasibHeHUX JaHnx Npo cucTemy
MOPOXHWHI, N0 5 BTOPVHHOTIO MakyBaHHA, thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Mr Ne 42 (14x3) BiANOBIAAaE 3a BMMYCK cepiii Ta/abo 3MiHM y po3MiLLeHHI MacTep-daiina
y 6nictepax 'N3: PoHTic Xennic Megikan cuctemu chapmakoHarnagy
eHp dPapmacbioTikan MNpogakrc
CA, peuis
212. | PEMAHTO Tabnetku, Wo AnBoreH IMNKo | Jltokcembypr NOBHUIA LWKN BUPOGHMLTBA! Ipeuis BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a UA/13991/01/02
ANCnepryoTbes C.ap.n. lenecbapm CA, peuis; 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0 peyenmom
B POTOBIN anbTepHaTUBHUIA BUPOBHMK y3ara/ibHeHUX JaHnx Npo cucTemy
NOPOXHWHI, N0 BTOPVHHOIO NakyBaHHS, hapmakoHarnsay (BkI4atoum KOHTaKTHI AaHi)
10 mr Ne 30 BignoBigae 3a BMNycK cepii Ta/ab0 3MiHKN y po3MiLLEeHHI MacTep-thainna
(15x2), Ne 56 'N3: PoHTic Xennic Megikan cuctemu chapmakoHarnagy
(14x4) y eHp PapmacbioTikan MNpogakrc
6nictepax CA, peuis
213. | PEMAHTO TabneTku, LWo AnsoreH IMKo | Jllokcembypr NOBHUIA LMK BUPOGHMLTBA: Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/13991/01/03
AncnepryoTbes C.ap.n. lenecbapm CA, peuis; 3MiHV | TUNY - BBEAEHHA abo 3MiHW A0 peyenmom
B POTOBIiA aNlbTepHaTUBHUIA BUPOBHMK y3ara/ibHeHUX JaHnx npo cuctemy
NOPOXHWHI, Mo BTOPVHHOTO NMakyBaHHS, hapmakoHarnsgy (BkIo4atoUm KOHTaKTHI AaHi)
20 mr Ne 30 BiANOBIAAa€E 3a BUMYCK cepili Ta/abo 3MiHM y po3MiLLleHHI MacTep-chaiina
(15x2) y 'N3: PoHTic Xennic Megikan cuctemu chapmakoHarisgy
6nictepax eHp PapmacbtoTikas MNMpogakTc
CA, peuist
214. | PNOABYTUH Kancysm no 150 onin Nlimiteq, IHais JoniH NimiTeq, IHais BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: - UA/4868/01/01
Mmr in bulk: no 3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
500 kancyny HaliMeHyBaHHS Ta/abo afpecy 3asiBHVKa
NaacTMKOBUX (BnacHvika peecTpauiiHoro noceigyeHHs) (3miHa
6aHK afpecu 3asBHUKA)
215. | PUDABYTUH Kancynu no 150 NMonin NMimiteq IHAaiA Nionin Nimiteq IHAjs BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasiis: 3a UA/4867/01/01
mr, no 10 kancyn 3MiHn | TURNY - AgMIHICTPaTUBHI 3MiHK. 3MiHa peyenmom

y 6nicTepi, no 3
6nictepu B
KapPTOHHI

HalilMeHyBaHHs1 Ta/abo agpecy 3asiBHMKa
(BnacHuKa peecTpauiiiHoro nocsigyeHHs) (3miHa
agpecy 3asiBHMKA)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
yNaKoBLij
216. | PUDAMEKC Tabnetku, BKpuTi | JltoniH JlimiTeq IHais TMonix Nimiteq, IHais BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiis: - UA/6647/01/01
060/10HKOI0, NO 3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa
150 wr, in bulk HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
Ne 400 (8x50) y (BnacHvka peecTpadiiiHoro noceigyeHHs) (3miHa
cTpunax, in bulk afpecy 3asBHVKa)
Ne 500 no 500
Tabnetok y
NAacTMKOBUX
6aHkax
217. | PUDAMEKC Tabnetkun, BKpuTi | JltoniH Jlimiteq IHais TMonix Nimiteq, IHais BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasnis: 3a UA/6648/01/01
060/10HKOI0, NO 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom
150 mr Ne 32 HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(8x4) y cTtpunax, (BnacHvika peecTpauiiiHoro noceigyeHHs) (3miHa
Ne 500, Ne 1000 agpecy 3asaBHUKA)
y NNacTUKOBUX
H6aHkax
218. | PIHA3AN® Kpanni HasasibHi, MpAT YkpaiHa MpAT "®apmaueBTryHa hipma YkpaiHa BHECEHHSA 3MiH [0 peecTpauiliiHuX maTepianis: 6e3 UA/1751/01/01
po3umnH 0,5 "®apmaueBTun "fapHuus"” npueefeHHs y BigNOBIAHICTb A0 peyenma
mr/mn no 10 mn YHa hipma peecTpauiiiHnx MaTepianiB HanucaHHsA
y thriakoHi 3 "NapHuus” peecTpauiiiHoi npoueaypu B Hakasi MO3
KpanesibHuLEelo; Ykpainn Ne 1389 Big 22.12.2016, a came:
no 1 donakoHy y 3a3HayYeHHs TepMiHY BBEEHHS 3MiH B NpoLieci
nauui BHECEHHS 3MiH - 3MiHK | TUMy - 3MiHa
HaliMeHyBaHHs1 BUPOGHMKa [1il0H0T peYOBUHN.
TepMmiH BBEAEHHSA 3MiH - MPOTAroM 3-X MicsLiB
nicns 3aTBepyKEHHs.
219. | PIHA3AN® Kpanni HasasbHi, MpAT Ykpaina MpAT "®apmaueBTuyHa tipma BHECEHHSA 3MiH [0 peecTpauiiiHuX MaTepianis: 6e3 UA/1751/01/02
po3uunH 1 mMr/mn "®papmavueBTu "fapHuua”, YkpaiHa npuBeAeHHA y BiANOBiAHICTb A0 peyenma
no 10 mny yHa chipma peecTpauiiHNX MaTepiasiB HanNUCaHHA
donakoHi 3 "NapHuus", peecTpauiiiHoi npoueaypu B Hakasi MO3
KpanesibHuLEelo; YkpaiHa Ykpainu Ne 1389 Big 22.12.2016, a camve:
no 1 donakoHy y 3a3HayeHHs TepMiHy BBEAEHHS 3MiH B NpoLeci
nauui BHECEHHS 3MiH - 3MiHu | TUNy - 3MiHa
HaliMeHyBaHHs1 BUPOGHWKA 1i0H0T pevOBUHN.
TepmiH BBEAEHHSA 3MiH - MPOTAroM 3-X MicsiLiB
nicns 3aTBepKeHHs.
220. | CAPTOKAQA - H | Tabnetku, BKpUTI [oxy6inaHTt IHAaiA [xy6inant DkeHepikc Nimites IHAjs BHECEHHS 3MiH [0 peecTpaliitHux maTepiasis: - UA/13678/01/01
NAiBKOBOO [xeHepikc 3MiHn | TURNY - AgMIHICTPaTUBHI 3MiHK. 3MiHa
060/10HKOI N0 NimiTeq HallMeHyBaHHs Ta/abo agpecy Micus

50 mr/12,5 mrin
bulk Ne 5000 y
nakerti
nonieTuNeHoBOM

y

NpoBaf)KEHHA AiSNIbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIoYaoun
AOinbHULI BUNYCKy cepii abo MicLle npoBefeHHs
KOHTPOSO SKOCTI. (Ais/IbHICTb, 3a Ky BiAnoBigae
BMPOGHMWK/iMNOpTEp, BK/OYAKUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHS Ta NpMBEAEHHS
MiCLLe3HaxXoMKeHHs BUpPo6HuKa M3y
BiANOBIAHICTb A0 BUCHOBKY LLIOAO MiATBEPAKEHHS
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221.

CAPTOKAA - H

BiANOBIAHOCTI BUPOGHMLTBA NiKapCbKUX 3ac06iB
BMMOramM HasieXxHoi BUPOGHMYOI npakTuku (GMP),
BMAAHOro [lepxaBHO CYX06010 YKpaiHu 3
nikapcbknx 3acobis, 6e3 3MiHn micus
BMPOGHULTBA); 3MiHK | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSs1 Ta/abo agpecu micust
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
(BKtOHAKOYU, 3a HEOOXiIAHOCTI, MicLe NPoBeAeHHS
KOHTPO/HO SIKOCTI), a60 B/lacHMKa MacTep-ghaiina
Ha A®I|, abo nocTavasibHuka A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro NPoAyKTY, Lo
3aCTOCOBYOTbCA Y BUPOO6HULTBI API (AKLLO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTa BignoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
PEeYOBMHM (SIKLLO 3a3HAYEHO Y [OCLE) (3MiHA
HaliMeHyBaHHs1 BUpPo6HMKa A®| losartan
potassium, 6e3 3MiH1 MicLA BUPOGHMLTBA); 3MiHN
| TMny - AgMiHIiCTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKa
(BnacHviKa peecTpauiiiHoro noceig4eHHs) (3miHa
HaliMeHyBaHHS 3asiBHVKa)

0 NMNocBi0OYEeHHS

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI0 No
50 mr/12,5 mr
Ne28 a60 Ne30 y
6nictepax

[oxy6inaHTt
[xeHepikc
NimiTeq

IHais

[xy6inanT DkeHepikc Nimites

IHais

BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis:
3MiHn | TURNY - AgMIHICTPaTUBHI 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NpoBafKEHHS AiSNIbHOCTI BUPOOHUKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIoYaoun
OinbHWLI BUNYyCKy cepii abo Micle npoBefeHHs
KOHTPO/O AKOCTI. (AisNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMWK/iMNOpTEp, BK/OYAKUM BUMYCK Cepili)
(3miHa HaliMeHyBaHHS Ta NpMBEAEHHS
MiCLLe3HaxXoMKeHHs BUpPo6HuKa M3y
BiANOBIAHICTb A0 BUCHOBKY W00 MiATBEPAKEHHS
BIAMNOBIAHOCTI BUPOOHULITBA JTiKAPCbKMX 3aC06iB
BMMOram HasieXHoi BUPO6HMYOi npakTuku (GMP),
BMAAHOro [lepxxaBHo C/yX6010 YKpaiHu 3
nikapcbknx 3acobis, 6e3 3mMiHN Micus
BMPO6HMLTBA); 3MiHM | TNy - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus

NPOBaKEHHS Ais/IbHOCTI BUPOOHUKA
(BK/IHOYAKOYM, 38 HEOOXIAHOCTI, MicLie NPOBEAEHHS
KOHTPO/I0 AIKOCTI), ab0 BnacHuka macTep-gaiina
Ha A®Il, abo nocTavasibHuKa A®l/BuxigHoro
marepiany/peareHTy/npoOMiKHOTO NPOAYKTY, L0
3aCTOCOBYOTbCA Y BUPOO6HULTBI AD| (SKLLO
3a3HaYeHo y 0CbE Ha Nikapcbkuii 3acib) 3a

BiICYTHOCTI cepTudpikarta BiANoBigHOCTI

3a
peyerimom

UA/13677/01/01
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222.

CAPTOKAA - H

TabneTku, BKPUTI

[oxy6inaHTt

€Bponeicbkiin hapmakonei y 3aTBepAKeHOMY
[ocbe, abo BUPOGHMKA HOBOT AOMOMIKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [0CbE) (3MiHA
HalimeHyBaHHs BMpobHuka A®I losartan
potassium, 6e3 3MiH1 MicLA BUPOGHMLTBA); 3MiHN
| TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BnacHvKa peecTpauiiiHoro nocBigYeHHs) (3mMiHa
HaliMeHyBaHHS 3asiBHMKa)

0 NMNocBi0OYEeHHS

223.

CAPTOKA/L - H

NNiBKOBOHO
060/10HKOH MO
100 mr/25 mr
Ne28 a60 Ne30 y
6nictepax

xeHepikc
Nimiten

IHais

[xy6inant DxeHepikc NimiTes

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NpOoBaKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapcbKoro 3acoby, BkIoYaoun
AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/O SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/iMNOPTEP, BK/OUAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHA Ta NpMBeAEHHS
MiCLLe3HaxoMKeHHs1 BUpo6Huka M3y
BiANOBIAHICTb 4O BUCHOBKY LLOAO NMiATBEPKEHHS
BIANOBIAHOCTI BUPOGHMLTBA NiKapCbKMX 3ac06iB
BVMOram HasieXHoi BUPo6HMYOi npakTuku (GMP),
BUAaHOro [lepaBHO CNyX6010 YkpaiHu 3
nikapcbkux 3acobis, 6e3 3mMiHn micus
BMPOGHMLTBA); 3MiHM | TNy - AAMiHICTpPaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
NPOBaKEHHA AiSNIbHOCTI BUPOOHUKA
(BkNtOYarOUM, 3a HEOBXiAHOCTI, MiCLle NMPOBEeAEHHS
KOHTPO/HO SIKOCTI), a60 BacHWKa mMacTep-ghaiina
Ha A®Il, abo nocTayasibHuka A®l/BuxigHoro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (AKLLO
3a3HaYeHo Y AOCLE Ha Mikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTta BigNoBIigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMY
[0CbE, ab60 BUPOOHMKA HOBOI fOMOMIXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE) (3MiHA
HalilmeHyBaHHs BMpo6HUka A®I losartan
potassium, 6e3 3MiH1 MicLA BUPOGHMLTBA); 3MiHN
| TNy - AAMiHICTpaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA
(BnacHvKa peecTpauiiiHOro noceig4eHHs) (3MiHa
HaliMeHyBaHHS 3asIBHMKA)

3a
peyenmom

UA/13677/01/02

TabneTkn, BKpUTI
NNiBKOBOH
060/10HKOI MO
100 mr/25 mr in

[xy6inaHt
[bxeHepikc
Nimiteq

bulk Ne 5000 y

IHais

[xy6inanT MxeHepikc Nimites

IHais

BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis:
3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBaPKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO JIiKAPCbKOro 3acoby, BK/IUaK4u

UA/13678/01/02
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AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJO AKOCTI. (AisSNIbHICTb, 3a SIKy BiAnosifae
BMPOGHMK/iMMOPTEp, BK/IOYAKOUMN BUMYCK Cepild)
(3MiHa HalilmeHyBaHHs Ta NpMBeAEeHHS
MicLe3HaxomKeHHs BUpo6HuKa N3y
BIANOBIAHICTb A0 BUCHOBKY LL0A0 NiATBEPAKEHHS
BiANOBIAHOCTI BUPOGHMLTBA NiKapCbKUX 3ac06iB
BMMOramM HasieXxHoi BUPOGHMYOI npakTuku (GMP),
BMAAHOro [lepxaBHOI CYX06010 YKpaiHu 3
nikapcbkyx 3acobis, 6e3 3MiHM micus
BUPOGHUUTBA); 3MiHK | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micust
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
(BKtOYAOUM, 3a HEOBXIAHOCTI, MicLe NPoBeAEeHHS
KOHTPO/H0 SIKOCTI), a60 B/lacHMKa MacTep-ghaiina
Ha A®I|, abo nocTavasibHuKka A®l/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro NPoAyKTy, Lo
3aCTOCOBYOTbCA Y BUPOO6HULTBI API (AKLLO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikata BignoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
PEeYOBMHM (AKLLO 3a3HAYEHO Y [OCLE) (3MiHA
HaliMeHyBaHHs1 BUpPo6HMKa Ad| losartan
potassium, 6e3 3MiH1 MicLA BUPOGHMLTBA); 3MiHN
| TMny - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKa
(BnacHviKa peecTpauiiiHoro noceig4eHHs) (3miHa
HaliMeHyBaHHS 3asiBH/Ka)

224,

CEHWN NNCTA

nnctano 50T,
100 r y naukax i3
BHYTPILLHIM
nakeTom, no 2r
Ne 20 y dpinbTp-
nakeTi y nauuj 3
KapToHYy

MNAT
"Nly6Hnchapm"

Ykpaina

MAT "Ny6Hucbapm”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis:
3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHK. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA
(BnacHvKa peecTpauiiiHOro noceig4eHHs) (3MiHa
aapecy 3asBHvKa) (TepmiH BBEAEHHS 3MiH
NPOTArom 6 -TW MICALIB NIiCNA 3aTBEPAXKEHHS);
3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NpoBaPKEHHS AiS/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKApCbKOro 3acoby, BKIUaUn
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJO AKOCTI. (AisSNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/KOYAKOYM BUMYCK Cepili)
(3miHa agpecy BUpobHUKa, 6e3 3MiHU MicLA
BMPOGHMLTBA. (NEepeiiMeHyBaHHS BY/.
MeTposcbkoro Ha Byn. bapsiHkosa) (TepmiH
BBEAEHHS 3MiH MPOTAroM 6-Tv MicsALiB micns
3aTBEPKEHHS)

6e3
peyenma

UA/8289/01/01

225.

CENTUN

pO34nH Ans

TOB "[OKT

YkpaiHa

TOB "[AKI "®apmaLeBTnyHa

YKpaiHa

BHECEHHS 3MiH [10 peecTpaliiHux MmaTepiasis:

3a

UA/6211/01/01
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3acoby 0 NOCBIOYEHHs
30BHILUHLOTO "®hapmaueBTu thabpuka" 3MiHu | TURNY - AgMIHICTPATVBHI 3MiHW. BunyyeHHs peyenmom
3aCcTOCyBaHHS, yHa habpuka” BMPOOHUYOT AiNbHUL (BKNOYAKOUM AiNTbHULI ANs
cnmpToBuiA 70 % A®I|, NpoMiXHOro NPOAYKTY abo rotToBoro
no 100 mny nikapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
donakoHax nakyBaHHsi, BAPOOHMKa, BiANOBiLaIbHOMo 3a
BUMYCK CepilA, MicLLe NPOBEEHHSA KOHTPOSO cepii)
abo noctavasnbHVKa BUXIQHOTO Matepiany,
peareHTy ab0 LOMNOMIXXHOI peHOBUHU (IKLLO
3a3HayeHo y A0CbE) (BUyHEHHS BUPOBHNYOT
OinbHUUI Ta BUpOOHKKa rotToBoi npoaykuii TOB
«[KM» dapmavuesTuyHa habpuka» Ykpaida,
10014, M. XXutomup, Byn. JIepMOHTOBCHKA, 5)
226. | CEPLEEBO- 36ipnol5ry NnAT YkpaiHa MAT "Ny6Hucbapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 6e3 UA/12983/01/01
CYANHHWIA inbTp-nakeTi "ly6Hnhapm" 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
3bIP no 25 cinbTp- HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
nakeTiB y maui; (BnacHvika peecTpauiiiHoro noceig4eHHs) (3miHa
no50ry agpecu 3asaBHUKa) (TepMiH BBe4EHHS 3MiH
naketax, no 50 r NpPOTAroM 6 -T1 MICALIB MiCNSA 3aTBEPAKEHHS);
y nakeTtax 3 3MiHn | TUNY - AgMiIHICTPaTMBHI 3MiHK. 3MiHa
nniBky B navwi HallMeHyBaHHs Ta/abo agpecy Micus
NpoBaf)KEHHS AiSNIbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKy cepii abo Micle npoBefeHHs
KOHTPO/O SKOCTI. (Ais/IbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMWK/iMNOpTEp, BK/OYAKUM BUMYCK Cepili)
(3miHa agpecu BUPO6HYMKa, 6e3 3MiHU MicLA
BMPOGHMLTBA.(NEepeiiMeHyBaHHs BY/I.
MeTpoBcbkoro Ha Byn. bapeiHkoBa) (TepMmiH
BBEJEHHS 3MiH MPOTAroM 6-Tn MicsAuiB nicns
3aTBEPKEHHS)
227. | CEYOrIHHUN 36ipnol5ry MAT Ykpaina MAT "Ny6Hucbapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/12957/01/01
3bIP inbTp-nakeTi; "ly6Hnhapm" 3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peyenma
no 25 cinbTp- HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
nakeTiB y naui; (BnacHvika peecTpauiiiHoro noceig4eHHs) (3miHa
no50ry agpecu 3asBHuKa) (TepMiH BBeAEHHS 3MiH
naketax; no 50 r NpoTAroM 6 -T1 MIiCALIB MiCNSA 3aTBEPAXKEHHS);
y nakeTax 3 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa

nniBku B navwi

HallMeHyBaHHs Ta/abo agpecy Micus
NpoBafKEHHN AiSNIbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO /iKapCbKoro 3acoby, BKkIoYaoun
OinbHULI BUNYCKy cepii abo Micle npoBefeHHs
KOHTPOSO AKOCTI. (AisfIbHICTb, 3a Ky BiAgnosigae
BMPOGHUWK/iMNOpTEp, BK/OYAK4M BUMYCK cepili)
(3miHa agpecu BUPOGHYMKa, 6€3 3MiHU MicLA
BMPOGHMLTBA.(NEepeiiMeHyBaHHS BY/I.
MeTpoBcbKoro Ha By/1. bapeiHkoBa) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MicsALIB nicns
3aTBEPKEHHS)
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3acoby 0 NOCBIOYEHHs
228. | COAEPM masb 0,1 % no [Jepmadhapm HimeuyunHa mi6e Mm6X ApuHaiimiTTeNb HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/10254/02/01
251,50 ry 1y6i, Al 3MmiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NiKapPCbKNi peuyenmom
no 1 Ty6i B 3aci6. CucTtema KoHTeliHep/3akynoptoBasibHUI
KapTOHHI navui 3aci6. 3miHa po3mipy ynakoBkv roTOBOro
NikapcbKoro 3acoby (BUMyYEHHS YNakoBKu
NeBHOro po3mipy) (BunyyeHHs ynakoBok po3mipom
10rT1a1007r)
229. | COAEPM Kpem 0,1 % no Jepmadhapm HimeyunHa Mi6e MM6X ApuHalimMiTTeNnb HimeuunHa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3a UA/10254/03/01
251,50 ry Ty6i, Al 3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKU peyenmom
no 1 Ty6i B 3aci6. Cuctema KoHTeliHep/3aKynopoBabHWiA
KapTOHHII nayi 3aci6. 3MiHa po3mipy ynakoBku roToBOro
NiKapCbKOro 3acoby (BWUIYyYEHHS YNaKkoBKM
NeBHOro po3mipy) (BUTy4YEHHS YNakoBOK PO3Mipy
10rTa 10071)
230. | COAEPM emynbCis [Jepmadapm HimeuunHa mi6e MM6X ApuHaiimiTTeNnb HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/10254/04/01
HawkipHa 0,1 % Al 3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii peyenmom
no 20 mn, 50 mn 3aci6. Cuctema KoHTeliHep/3aKynopoBasbHiA
y donakoHi, no 1 3aci6. 3miHa po3mipy ynakoBKv roTOBOro
chnakoHy B NikapcbKoro 3acoby (BUTyYEHHS YNakoBKu
KapTOHHIM nayi NneBHOro po3mipy) (BunyyeHHs ynakoBku po3mipom
100 mMn eMynbCil y dpakoHi)
231. | CTONTYCUH Tabnetku no 10 TeBa I3painb BMPOGHMLTBO 3@ NOBHUM Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/2447/03/01
TabneTok y dapmaueBTika uuknom: Tesa Yex IHgacTpis Pecny6nika/ 3MiHM | TNy - 3MiHa y MeToAax BUNpobyBaHHS peyenma
6nictepi; no 2 n lHpacTpis c.p.o., Yecbka Pecny6nika; Monbia A®| ab0 BMXiAHOTO MaTepiasy/npoMiXXHOro
6nictepy B nTa BMPOOHMLTBO 3a NOBHUM NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
Kopoo6Li umknom: TOB Tesa npotieci Bupo6HuuTea AP (iHLWi 3MiHK y MeToAax
OnepeiiwH3 Monaxg, MonbLia BUNPOOBYBaHHA (BKNOYa0UMN 3aMiHy abo
[0MnoBHEHHA) A®| abo BMXiAHOTO/MPOMIDKHOIO
nNpOAYKTY)
232. | CTPENCI/IC® 3 | nbOoAsSHVIKK; MO PexkiTT CnonyyeHe PexkkiTT BeHkizep Xenckep Benuka BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 6e3 UA/6401/01/01
MEHTO/IOM 12 NbOAsHYVKIB Y BeHkizep KoponiscTBo IHTepHewHn JlimiTep, BpuTaHis 3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peyenma
TA 6nictepi; no 2 Xenckep Benvikoi roToOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
EBKANINTOM 6nictepy B IHTepHeLwH BpuTaHii Ta 3aTBEpPMKEHNX MeTogax BUNpobyBaHHs)
KapTOHHIl NimiTeq MiBHiYHOT
Kopoo6ui IpnaHgi
(kopoTka
HasBa
KpaiHu:
Benvka
BpuTaHis)
233. | CTPENTOUMNA- | Tabnetkn no 300 MpAT Ykpaina MpAT "®dapmavneBTnuHa ipma YkpaiHa BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 6e3 UA/5949/01/01
AAPHNLA mr Ne 10y "®apmaueBTn "AapHuug"” 3MiHM | TUNY - BBEAEHHS abo 3MiHV A0 peyenma
KOHTYPHUX YHa hipma y3arasibHeHUX JaHnx Npo cucTemy
YapyHKOBUX "fapHnus” thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
ynakoBkax (y Ta/abo 3MiHM y po3MiLLleHHI MacTep-daiina
nadui abo 6e3 cuctemu chapmakoHarnagy
navkm)
234. | TENCAPTAH-H | Ta6netku no 40 [-p Pepgai'c IHAjs [-p Pepagai'c Na6opatopic /1Ta IHAjA BHECEHHS 3MiH A0 peecTpauiiHux maTtepiaiB: 3a UA/14776/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

mr/12,5 mr, no 7
Tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHIl
Kopoo6ui

Na6opatopic
nrh

3MiHn | TURY - AgMIHICTPaTMBHI 3MiHK. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asBHMKA
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3miHa
agpecy 3aaBHVKa); 3MiHK | TUny - AgMiHICTPaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
NpoBafKeHHA AiNIbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /iKapPCbKOro 3acoby, BKIOYaun
AOinbHWUI BUNYCKy cepii abo Micue npoBefeHHs
KOHTPOO AKOCTI. (AisNIbHICTb, 3a Ky BiAnosigae
BMPOGHMWK/iMNOpPTEp, BK/OYAKYM BUMYCK Cepili)
(3miHa agpecu BupobHuka 13 (nepelimeHyBaHHS
wraTy AHgpa MNpagew Ha TenaHraxa), Ta
nprBeAeHHs HaliMeHyBaHHA BUPOOHUKA Y
BiANOBIAHICTb 4O BUCHOBKY LLOAO MiATBEPKEHHS
BIANOBIAHOCTI BUPOGHMLTBA NiKapCbKMX 3aC06iB
BMMOram HasieXHoi BUPO6HMYoi npakTuku (GMP),
BUAaHOro [lepXaBHO CNyX6010 YkpaiHu 3
nikapcbKux 3acobis, 6e3 3mMiHn micus
BMPOG6HMLTBA) (TepMiH BBEEHHS 3MiH MPOTArom
6-T1 MicsAUIB NicNs 3aTBEPXKEHHS)

peyerimom

235.

TENCAPTAH-H

Tabnetkun no 80
mr/12,5 wmr, no 7
Tabnetok y
6nictepi; no 2
6nictepy B
KapTOHHIl
KopobL,

[-p Peagi'c
Na6opatopic
Nt

IHais

[O-p Peppi'c Nabopatopic /114

IHais

BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis:
3MiHn | TURNY - AgMIHICTPaTUBHI 3MiHK. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA
(BnacHuKa peecTpauiitHoro nocsigyeHHs) (3miHa
agpecy 3aaBHVKa); 3MiHK | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
NpoBafKEHHS AiSNIbHOCTI BUPOOHUKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIoYaoun
OinbHWLI BUNYyCKy cepii abo Micle npoBefeHHs
KOHTPO/O AKOCTI. (AisNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMWK/iMNOpTEp, BK/OYAKUM BUMYCK Cepili)
(3miHa agpecu BupobHuka 13 (nepelimeHyBaHHs
wraTy AHgpa MNpagew Ha TenaHraxa), Ta
nprBeAeHHs HaliMeHyBaHHA BUPOOHUKA Y
BiANOBIAHICTb 4O BUCHOBKY LLOAO NMiATBEPKEHHS
BIANOBIAHOCTI BUPOGHMLTBA NiKapCbK1X 3ac06iB
BMMOram HasieXHoi BUPo6HMYoi npakTuku (GMP),
BUAaHoOro [lepxaBHOI CNyX6010 YkpaiHu 3
nikapcbkux 3acobis, 6e3 3mMiHn micus
BMPOG6HMLTBA) (TepMiH BBEEHHS 3MiH MPOTArom
6-T1 MicsAUIB NicNs 3aTBEPXKEHHS)

3a
peyerimom

UA/14775/01/01

236.

TOHIHAN®

Kpanni opasibHi
no 20 mn, abo
no 50 mn, abo
no 100 mny
dhnakoHax 3
KpanenbHUM

fosartopom Ne 1

Pixappg,
BitTHep Al

ABCTpis

Pixapg bitTHep Al

ABcTpist

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHM | TUNY - BBEAEHHS abo 3MiHM A0
y3arasibHeHUX faHnx Npo cucTemy
hapMakoHarnsgy (BkIHYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cucTtemmn chapmakoHarnsgy

6e3
peyenma

UA/5009/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
B KApPTOHHIl
ynakoBLi
237. | TPAXEHTA® TabneTkun, BKPUTI Bepinrep HimeuunHa BMPOGHMLTBO, MEPBMHHE Ta CLIA/ BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3a UA/13236/01/01
NAiBKOBOO IHrenbxainm BTOPUHHE NakyBaHHS, HimeuunHa 3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw, peyenmom
060/10HKOH0, M0 5 IHTEepHELIHN KOHTPO/b SIKOCTi, BUMYCK Cepii: BiANOBIAA/IbHOI 3a 34iicCHEHHSA hapmakoHarnsgy;
mr no 10 6X BepiHrep IHrenbxainm PokcaH KOHTaKTHOT 0CO6M 3 chapmakoHarnsgy 3asiBHMKa
TabneTtok y IHK., CLUA; BTOpUHHE ONA 34jiiCHeHHs dhapMakoHarisay B YkpaiHi
6nictepi; no 3 nakyBaHHs Ta BUNYCK cepil:
6nictepu B BepiHrep IHrenbxainm ®apma
KapTOHHIi v6X i Ko.KI, HimeuunHa
Kopobui
238. | TPIYMEK™ TabneTkun, BKPUTI BiiB Xenckep Benvka BMPOGHWK Hepo3thacoBaHOro Benvka BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/14812/01/01
NNiBKOBOIO FOK Nimiten BpuTaHis npoaykTty: nakco OnepeiiHc BpuTania/ 3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHS peyenmom
060/10HKOH0, MO IOK Nimiten, Benuka BputaHis; IcnaHis A®I ab0o BMXigHOrO MaTepiasy/npoMixXHOro
50 mr/600 nepBMHHA Ta BTOPUHHA NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
Mr/300 mr Ne 30 ynakoBka, [03BiN1 Ha BUNYCK npoueci BupobHuuTBa A®| (BK/IHOUaKUM 3aMiHy
y thnakoHax cepii: Mnakco Bennkom C.A., a60 fonoBHeHHs) APl abo BMXiZHOrO/MPOMDKHOTO
IcnaHis NpPoAyKTY) - BBEAEHHS aflbTEPHATUBHOIO MeToAy
KifIbKICHOTO BM3HAYeHHs1 cybCTaHLji
(noTeHuiomMeTprUYHe TUTPYBaHHSA Y BIAMNOBIAHOCTI
[0 fitoyoi moHorpacpii E® Ha abakasipy
cynbhaT), A0 BXe icHytodoro BEPX
239. | YHI®NOKC Kpanni TOB "YHIME/[, | CnoBsavbka TOB "YHIME[ ®APMA" Cnosaubka BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/12837/01/01
OYHI/BYLLHI, DAPMA" Pecny6nika Pecny6nika 3MiHK | TUNY - NOAAaHHS HOBOTO cepTudiikaTa R1- peuyenmom
po3umnH 0,3 % no CEP 2000-134-Rev 03 Big HoBOro
S5mny aNlbTepPHaTUBHOIO BUPOGHMKA
nnacTKoBoMy
KOHTeliHepi-
KpanenbHuui Ne
1y KapTOHHIl
Kopo6Li
240. | PA3ENAM-3H Tabnetku no 0,5 ToBapucTBO 3 YkpaiHa ToBapunCcTBO 3 0OMEXEHOID YkpaiHa BHECEHHS 3MiH 0 peecTpaujiitHux maTepianis: 3a UA/13615/01/01
mr Ne 10 (10x1), 0bMexeHot BiAMNOBIAAUTbHICTIO "XapKiBCbke 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0 peyenmom
Ne 50 (10x5) y BignoBigasbHi thapmaueBTUyHe y3araslbHeHNX gaHux npo cuctemy
6nictepax y CTHO nignpveMcTBo "340poB'a hapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Kopoo6ui "XapkiBcbke Hapoay" Ta/abo 3MiHM y po3MiLLeHHI MacTep-daiina
dhapmaveBTUY cucTtemmn chapmakoHarnagy
He
nignpyeMcTBo
"340poB'a
Hapoay"
241. | ®A3ENAM-3H Tabnetkn no 1 ToBapucTBO 3 YkpaiHa ToBapncTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasiis: 3a UA/13615/01/02
mr Ne 10 (10x1), 06MeXeHo BifgnoBigasIbHICTIO "XapKiBCbke 3MiHuM | TUNY - BBeAEeHHA abo 3MiHu 0 peuenmom
Ne 50 (10x5) y BiANOBIAaA/bHI hapmaueBTMyHe y3araJlbHeHNX AaHux npo cucrtemy
6nictepax y CTHO nignpyeMcTBo "340poB's thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
KopooLi "XapkiBcbke Hapoay" Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
hapmaueBTny cuctemun hapmakoHariagy

He
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

nignpreMcTBo
"340poB'a
Hapoay"”

242.

DAKOBIT

TabneTkn
LLISTYHKOBOPO34M
HHi+TabneTkn,
BKPUTI
060/10HKOI0,
KMLUKOBOPO34MH
Hi no 10
LLSTYHKOBOPO34M
HHUX TabneTok y
6nictepi Ta no
10 BKpUTUX
060/10HKOIO,
KMLUKOBOPO34nH
HUX TabNeToK y
6nictepi; no 6
6nictepis (no
Tpu 6nictepu
KOXHOro BUay
Tabnerok) y
KapTOHHIl
Kopo6ui; no 30
LLSTYHKOBOPO34K
HHUX TabNeTokK y
6nictepi Ta no
30 BKpUTUX
060/10HKOI0,
KMLUKOBOPO34MH
HUX TabneToK y
6nictepi; no 2
6nictepu (o
OofiHOMY
6nictepy
KOXHOro BUay
Tabnerok) y
KapTOHHIl
Kopoobui

ToBapucTso 3
06MexeHoto
BiANOBIAaA/bHI
CTHO
"®apmaueBTun
YHa KoMnaHis
"3n0opoB "

YkpaiHa

ToBapuCTBO 3 0OMEXEHOID
BiANOBIAA/ILHICTIO
"hapmaneBTUYHA KOMNaHis
"3p0poB’s", YkpaiHa;
ToBapucTBO 3 0OMEXEHOI0
BignosiganbHicTio "®PAPMEKC
rPYM", Ykpaina

YkpaiHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHa po3mipy cepii (Bkovatoun
[LjanasoH po3mipy cepii) roTOBOro /likapCbKoro
3acoby, BBeeHHS [0AAaTKOBUX PO3MIpIB cepiii
N3 pna TOB "®apMaueBTUYHaA KOMNaHiA
"3poposa™ (ans Bupo6Huka TOB "®APMEKC
'PYM" nopatkoBo 3a3Ha4eHO po3mipy cepili B
TUC. TabneTok)

6e3
peyenma

UA/7664/01/01

243.

DAPMATOH®

Kancynu no 30
abo 60 kancyny
naswui; no 1
nnAwLyi B
KapTOHHIl
Kopoo6ui

BepiHrep
IHrenbxaim
IHTEepHeLwHN

M6X

HimeyunHa

BMPOGHULITBO Hepo3diacoBaHol
npopykuii: Ceicc Kanc AT,
LLiBeiuapis; nepBuMHHe Ta

BTOPUHHE NaKyBaHHS,
KOHTPO/Ib SIKOCTi Ta BUMYCK
cepii:
lHcaHa CA, LLBeiiuapis

LLiBeiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0cobM,
BiANOBIAA/IbHOI 3a 34iICHEHHS chapMakoHarnsaay;
KOHTaKTHOi 0c06M 3 hapMakoHarnagy 3asBHVKa
ONA 34iiCHEeHHsT dhapMakoHarsay B YkpaiHi

6e3
peyenma

UA/4147/01/01

244,

®APMATOH®
Kiaal

Tabnetku
XyBasibHi no 30

Bepinrep
IHrenbxanm

HimeuyunHa

lHcaHa CA

LBeliuapis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TMNY - 3MiHa YNOBHOBaXXEHOIT 0co6M,

6e3
peyenma

UA/0582/02/01




137

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
TabneTtok y IHTepHeLwH BiANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnsgy;
dhnakoHi; no 1 veX KOHTaKTHOT 0Co6M 3 hapmakoHarnsay 3asBHUKa
hnaKkoHy B ANA 3aiicHeHHA chapmakoHarnsgy B YkpaiHi
KapTOHHIi
Kopobui
245. | PAPMATOH® cupon no 100 mn Bepinrep HimeuunHa lHcana CA LLsenuapis BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 6e3 UA/14229/01/01
Kiaal y donakoHi; no 1 IHrenbxanm 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw, peyenma
dhnakoHy B IHTEepHELIHN BiANOBIAA/IbHOI 3a 34iicCHEHHSA hapmakoHarnsgy;
KOMMNAEKTi 3 6X KOHTaKTHOT 0CO6M 3 chapmakoHarnsagy 3asiBHMKa
MipHUM ONA 34jiiCHeHHs dhapMakoHarisay B YkpaiHi
KOBMAYKOM Yy
KapTOHHIi
Kopo6ui
246. | PAPMOPYBIL, niocpinizat ans Mdpaiizep IHK. CWA AkTasic ITanis C.n.A. ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/4296/01/01
MH PO3UnHYy AN 3MiHM | TURy - 3MiHK y NpoLeci BUPO6HMLTBA peyenmom
WBWUAKOPO3Y | iHdysiii mo 10 mr rOTOBOrO JlikapCbKOro 3acofy, BK/IYakum
VHHWIA y thnakoHax Ne 1 NPOMKHUIA NPOAYKT, L0 3aCTOCOBYETLCS Mpu
Yy KOMMNIeKTi 3 BMPOBGHULTBI FOTOBOTO J1iKApCbKOro 3acoby
PO3YMHHWKOM NO
5 mMn B amnynax
Ne 1
247. | ®PAPMOPYBIL, niocpinizat ans Mdpaiizep IHkK. CWA AkTasic ITanis C.n.A. ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/4296/01/02
MH pO34UMHYy ANns 3MiHM | TUMy - 3MiHK y NpoLeci BUPOGHULTBA peyenmom
LWBUAKOPOS3Y | iHdysili no 50 mr rOTOBOrO JIiKapCbKOro 3acoby, BK/IUaK4m
VHHWIA y thnakoHax Ne 1 NPOMKHUIA NPOAYKT, L0 3aCTOCOBYETLCA MpY
BMPOGHULITBI FOTOBOrO fliKApCbKOro 3acoby
248. | PIHANTENb® renb 0,5 % no Bepinrep Himeuyunna | U.M.M. KoHTpakt®apma M'mbX i HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/2786/01/01
35ra6o50ry IHrenbxaim Ko. KI 3MiHuM | TUNY - 3MiHa YNOBHOB&XeHOT 0cobM, peyenma
Ty6i, no 1 Ty6i B IHTepHeLHN BiiNOBIAaNbHOI 3a 3[iiCHEHHS hapmakoHarnsay;
KapTOHHIi M6X KOHTaKTHOI 0co6U 3 chapmakoHarnsgy 3asBHuKa
Kopobui [ANA 30jiiCHEHHs1 hapMakoHarisay B YkpaiHi
249. | PIHA/MTOH® mMasb, N0 20 ry Bepinrep HimeuunHa BVMPOGHMLTBO, NaKyBaHHS, AscTpisi/ BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 6e3 UA/1909/01/01
Ty6i Ne 1y IHrenbxanm MapKyBaHHS1 Ta KOHTPO/Ib Cepii: HimeuunHa 3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw, peyenma
KOMMNEKTI 3 IHTEepHELIHN FNOBO®APM dapmavoiiTiwle BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
annikaTopom 6X MpoayKUioH3-yHA, KOHTaKTHOT 0CO6M 3 chapmakoHarnsay 3asiBHMKa
XanpenbcresenbwadTt M.6.X., ONA 34jiiCHeHHs dhapMakoHarisay B YkpaiHi
ABCTpIfi; BUPOOHMK,
BiANOBIAa/IbHNI 38 BUMYCK
cepii (He BK/I0YaKUMN KOHTPO/Tb
cepii/BunpobysBaHHs): BepiHrep
IHrenbxaiim ®apma Mv6X i Ko.
KI, HimeyunHa
250. | PITONI3UNH nactano 100ry | MAT "dapmak" YkpaiHa MNAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 6e3 UA/4557/01/01
nnc Ty6i; no 1 Ty6i B 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenma

nauui 3 KapToHy

Ha3BW nikapcbkoro 3acoby (3miHa Ha3Bu
NiKapcbKoro 3acoby y 3B'sA3KY i3 3aKiHYEHHAM
naTeHTHOro 3axMCTy 3HaKy [/19 ToBapiB Ta nocnyr
3 Ha3BW Npenapary yKpaiHCbKOK, aHT/IACbKO Ta
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs

pOCiliCbKOI0 MOBamy BUy4eHO cumBon ® (byno -
®ITONI3NH NNHOC); 3MiHuM | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3miHa Ha3Bu AD| abo
[OMNOMDKHOT peyoBWHYW; 3MiHK | TNy -
AfMiHICTpaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHs
Ta/abo agpecy MicusA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbkoro
3aco0y, BKIYauu AinbHuLUI BUNycky cepii abo
MicLie NPOBEAEHHS KOHTPOIIO AKOCTI. (AISNIbHICTb,
3a Ky BiZnosigae BUPO6HMK/iMnopTep,
BK/1OHAK0uM BUMNYCK cepiid) (3miHa agpecu
BMPOGHUWKA /13 y 3B'A3KY 3 NPUBELEHHAM Y
BiANOBIAHICTb A0 JliueHsii Ha BUPO6HULTBO (3MiHa
IOPUANYHOI agpecy Ha dhakTUUHy agpecy); 3MiHu |
TUny - 3MiHu 3 akocTi. A®L. KoHTponb AdI. 3miHa
y MeToAax BunpobysaHHsA A®| abo BUXigHOro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(iHWi 3MiHM y MeTogax BUNpobyBaHHS
(BKtOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BWXifHOro/MpoMiXXHOro npoAaykTy) CynyTHs 3MiHa -
3MmiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BUNpobyBaHHs A®| abo BUXiZHOro
mMarepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(iHWi 3mMiHW y MeToax BUNPO6YBaHHSA
(Bkntovaroun 3amiHy abo fonoBHeHHS) APl abo
BVIXiZHOr0/MPOMDKHOI0 NPOAYKTY); 3MiHM y
mMeToAax BUNPOGYBaHHSA akTUBHOT PEYOBUHM -
®ITOEKCTPaKT rycTuit 3 KOHCEPBaAHTOM
BMpO6HMLTBO MAT "dapmak: p. "Onuc" - Byly4eHo
iHbopMmaLito W00 YTBOPEHHS YacTOK.
[ocnimpKeHHs 3a cTabiNbHICTIO PITOEKCTPaKT
rycTuin 3 KOHCEPBAHTOM MOKa3anw, Wo npu
36epiraHHi cybcTaHLji, B 3aTBepIKEHUX yMOBax
36epiraHHs, Hiski YaCTUHKM He YTBOPIOIOTLCS, Lo
[a€ MOX/UBICTb BUTYUMTH 3 onucy cpasy "Mpu
36epiraHHsA Ha X004 A0NYyCKaETLCA YTBOPEHHS
TOHKOAMCMEPCHUX YaCTUHOK";

p. "Baxki meTann" - npMBeAeHO AeTasibHWiA onuc
NpoBefeHHs TeCTy (3a3HayeHo TilbKM NOCUNaHHSA
Ha meTof dY* Ta 3a3Ha4eHO HOPMYBaHHS); p.

"ETaHon" - B METOAML| NPV NPUroTYBaHHi
BHYTPILLHBLOrO CTaHAAPTY 3MEHLLEHO HaBaXKKy
nponaHony (3 1 mn Ha 0,5 mn); p. "MBY" -
npusegeHo Ao sumor EP* (4dY*). Ana
Y3ropKeHHs cneumndikadii i MeToAis BXiAHOro
KOHTPO/O f1i040i PE4YOBUHM Bif, 060X
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 Mocsi0O4YeHHs1

3aTBEpMAXEHNX BUPOOHNMKIB Anst BUpo6HMKa "Alban
Muller International”, ®paHuis Ta MNAT "®apmak”,
YKpaina, B CI:

BBEAEHO J04AaTKOBUIA p. "Badkku metanu";
BBEAEHO oAaTKoBUiA p. "laeHTuchikauis”; p.
"Onuc" ; p. "MBY"); 3MiHu | TUNY - 3MiHN 3 SKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (BMyYeHHS1 HE3HAYHOro
nokasHuka (Hanpvknag 3actapinoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauisa
6apBHYKIB YN CMaKOBUX 406aBOK)) (BUTYy4YEHHS
He3Ha4yHWX NoKasHWKIB 3i cneyndikaii N3 : p.
"laeHTudikalia” - BUNy4YeHo AKiCHY peakLiilo Ha
rAiLepwvH, BUTyYeHo p. "Baxki metann"); 3miHu |
TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTogax BunpobyBaHHA rOTOBOTO /1iKapCbKOro
3aco6y (iHWi 3MiHK y MeToAax BUNpobyBaHb
(BKtOYatoUM 3amiHy abo AONOBHEHHS)) (SMiHM Y
mMeTogax BunpobysaHHs /13: p. "Maca BmicTy
Ty6un" - yTOUHEHO MeTOAUKY NPOBEAEHHS TeCTy p.
"MepMeTUYHICTb Ty6U" -yTOYHEHO METOANKY
nposefeHHsa Tecty; p. "MBY" - npuBeaeHo y
BignoBigHicTb o EP*, 2.6.12, 2.6.13, 5.1.4; p.
"KinbKicHe BU3HaYeHHS.
Etunnaparigpokcnbersoat” - BBEEHO
BUKOPVCTaHHA CTaHAaPTHOrO 3pasky
eTunnaparigpokcnbeHsoat kat. "LGC"); 3MiHun |
TMny - 3MiHM 3 AKOCTI. [0TOBWIA NikapcbkWii 3acib.
CT1abinbHiCTb. 3MiHa y TepMiHax npugarHocTi abo
ymoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby
(3miHa B ymoBax 36epiraHHs roTOBOrO /TiKapCbKoro
3aco6y abo nicnst PO3YNHEHHSA/BILHOBIEHHS)
(npvBegeHHA po3gainy "Ymosu 36epiraHHs"
nikapcbKoro 3acoby [0 BUMOr pekoMeHaauii
HacTaHoBu 42-3.3:2004: "36epirati B
opuriHa/bHIll ynakoBLi Npu TeMnepaTypi He BuLLe
25° C. " (3aTBepmkeHo: B cyxomy micui npu
Temnepartypi Big 15° C o 25° C)

251.

DNATIN®

cynosutopii
BariHa/bHi No
500 mr, Ne 10
(5x2): no 5
CynosuTopiiB y
cTpuni; no 2
cTpunu B

TOB "CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

FOHiTep Niksig ManydekuypiHr

®paHuis

BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis:
3MiHM Il TURy - 3MiHW 80 IHCTPYKUIT 4719 MeANYHOro
3acTocyBaHHA y po3ginu: "MobivHi peaxuii”,
"Mepeno3yBaHHA", "3acTocyBaHHS y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato”, "OcobnmnBocCTi
3acTocyBaHHSA", "34aTHICTb BNMBATU Ha
LUBMAKICTb peakLii Npu KepyBaHHi

3a
peyerimom

UA/8410/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
KapTOHHIi aBTOTpaHcnopToM abo po6oTi 3 iHWKMK
KopooLi MexaHismamu", "B3aemMogist 3 iHLWIMMK NikapCbKuMu
3acob6amMu Ta iHWi BUAW B3aemogiit"
252. | ®TIOPUCEA- cvpon no 50 mn ToBapucTBO 3 YkpaiHa BCi CTagii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 6e3 UA/8853/02/01
3400POB'A ab6o no 100 mny 06MeXeHo KOHTPO/b SIKOCTi, BUMYCK Cepii: 3MiHu | TUNYy - 3MiHa po3mipy cepii (Bkovatoun peyenma
chnakoHi; no 1 BiANOBIAaA/bHI ToBapucTBO 3 0OMEXEHOI0 Aiana3oH po3Mipy cepii) roToBOro /ikapcbKoro
chnakoHy B CTHO BiANOBIAA/LHICTIO 3aco6y - BBeiEHHS JOAATKOBOro po3Mipy cepii
KapTOHHIl "®apmaueBTun "papmaLeBTUYHa KOMNaHis nNiKapcbKoro 3acoby a5 Aikyoro Lexy
Kopobui YHa KOMMaHis "3p0poB's", YkpaiHa; BCi cTagii
"3p0pos'a” BVMPOGHMLTBA, KOHTPO/b
AKOCTi: TOBapuUCTBO 3
06MeXeHOoH0 BigNOBIAAbHICTIO
"XapkiBcbke hapmaleBTuyHe
nignprvemcTBeo "340p0B's
Hapogay", Ykpaina
253. | ®yiMyumn pPO34MH ons 3amboH ITania 3amboH C.M.A. ITania BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/8504/01/01
iH'ekuii, 100 C.N.A. 3MiHuM | TUNY - nogaHHA HoBoro CEP ana Adl peuenmom
Mmr/mn no 3 Mn B aueTUNLNCTETHY Bif HOBOro BUPOOHUKA A0 BXe
amnyni; no 5 3aTBEPAKEHOr0 BUPOBHMKA i3 3MIHOKO Ha3BU
amnyny BUPOGHMKa
naacTMKoBOMy
niaaoHi B
KapTOHHIM nayui
254. | XIKOHUMN NMOPOLLOK A5 KPKA, 4.4a., CnoBeHis KPKA, a.4., HoBo mecto CnoBeHisi BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/2896/01/01
NpUroTyBaHHs HoBo mecTo 3MiHU | TUNY - NOAAHHS OHOB/IEHOTO cepTudikara peyenmom
100 mn cycneHsii R2-CEP 1995-034-Rev 06 Big, BXe
ans 3aTBEPKEHOr0 BUPOGHUKA
nepopasibHOro
3acTOCyBaHHS,
250 mr/5 mny
onakoHax Ne 1 3
MipHOIO JTOXKOI
255. | XIKOHUWMN Kancysm no 250 KPKA, a.4a., CnoBeHis BignoBigabHWi1 3a AscTpisi/ BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a UA/2896/02/01
mr Ne 16 (8x2) y HoBo mecTo BMPO6HMLTBO "in bulk”, CnoseHis 3MiHK | TUNY - NOAAHHS OHOBNIEHOTO cepTudikaTa peuyenmom
6nictepax NepBUHHY YNaKkoBKY, BTOPUHHY R2-CEP 1995-034-Rev 06 Big, BXe
ynakosky: CaHfo3 M'm6X, 3aTBEPKEHOr0 BUPOGHUKA
ABCTpist; BignoBiganbHWiA 3a
KOHTPO/Ib cepii, A03BiN Ha
Bunyck cepii: KPKA, g.4., Hoso
mecTo, C/ioBeHis
256. | XIKOHUWMN Kancynu no 500 KPKA, 4.4., CnoseHis BiANOBIAaIbHMI 3a AscTpisi/ BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3a UA/2896/02/02
Mr Ne 16 (8x2) y HoBo mecTo BMPO6HULTBO "in bulk”, CnoBeHis 3MiHM | TUMY - NoAaHHA OHOBMIEHOTO cepTudikara peyenmom

6nictepax

NepBUHHY YNakoBKY, BTOPUHHY
ynakoeky: CaHgo3 M'v6X,
ABCTpist; BignoBiganbHui 3a
KOHTPO/Ib cepil, A03BiN Ha
sunyck cepii: KPKA, a.4., Hoso
mecTo, CrioBeHis

R2-CEP 1995-034-Rev 06 Big BXe
3aTBEPL)KEHOIO BUPOGHMKA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
257. | XNIOPO®ININT | Tabnetkn no 25 ToBapucTBO 3 YkpaiHa BCi CTagii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/1556/01/01
mr no 40 06MeXeHot KOHTPO/b SIKOCTI, BUNYCK cepii: 3MiHK | TUNY - BBEAEHHA abo 3MiHU A0 peyenma
TabneTok y BiANOBIAa/bHI ToBapuCTBO 3 OOMEXEHOI0 y3araslbHeHNx AaHux npo cucrtemy
KOHTeliHepax CTHO BiAnoBiganbHicTio "AocnigHuii thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
naacTMacoBux; "OocnigHwnii 3aBog, "MHUAC" Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
no 10 TabneTok 3aBoj YKkpaiHa; Bci cTagji cuctemun hapmakoHarnagy
y 6nicTepi; no 2 "rTHUaC" BVMPOGHMLTBA, KOHTPO/b
6nictepn y SAKOCTI, BUMYCK cepil:
nauuyj; no 20 ToBapuCTBO 3 OOMEXEHOI0
TabneTtok y BiANOBiAA/IbHICTIO
6nictepi; no 1 "papmaLeBTUYHa KOMNaHis
6nictepy y navui "3p0poB's", YkpaiHa
258. | X/IOPO®ININT | Tabnetkv no ToBapucTBO 3 YkpaiHa BCi CTagii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 6e3 UA/1556/01/02
12,5 mr no 10 06MeXeHo KOHTPO/b SIKOCTi, BUMYCK Ccepii: 3MiHuM | TUNY - BBeAEHHA abo 3MiHu 0 peyenma
TabneTok y BiANOBIAaA/bHI ToBapucTBO 3 0OMEXEHOI0 y3araJlbHeHNX AaHux npo cucrtemy
6nictepi; no 2 CTHO BiAnoBiganbHicTio "AocniaHuii thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
6nictepn y "ocnigHwnii 3aBog, "MHU/AC" Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
nadui; no 20 3aBoj YkpaiHa; Bci cTagii cuctemun hapmakoHariagy
TabneTtok y "rHuIC BVMPOGHMLTBA, KOHTPO/b
6nictepi; no 1 SAKOCTI, BUMYCK cepil:
6nictepy y nauui ToBapnCcTBO 3 0OMEXEHOID
BiANOBiAA/IbHICTIO
"papmaLeBTUYHa KOMNaHis
"3g0pos's", YkpaiHa
259. | X/1OPO®ININT KOHUEHTpaT ans ToBapucTBO 3 Ykpaina KOHTPO/b AKOCTi, BUMYCK Ccepii: YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/1556/04/01
pO34nHy AnA 06MeXeHOoI0 ToBapuCTBO 3 06MEXEHOID 3MiHK | TUNY - BBEAEHHA ab0 3MiHU A0 peyenmom
iH'ekwjn, BiANOBIAa/bHI BiAgnosiganbHicTio "AocnigHnii y3araJlbHeHNX AaHux npo cucrtemy
cnupToBuii, 2,5 CTIo 3aBog, "MHUJ/IC", YkpaiHa; BCi hapmakoHarnsagy (BK1oYatoUy KOHTaKTHI AaHi)
Mr/mMn no 2 Mn B "[ocnigHwnia cTajii BUpo6HMLTBA, KOHTPO/Ib Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
amnynax Ne 10 B 3aB0[, AKOCTI, BUNYCK cepil: cucTeMun dpapmakoHarnsagy
nauui, Ne 10 "rHUNAC ToBapucTBO 3 0OMEXEHOI0
(10x1) y 6nictepi BiANOBIAA/ILHICTIO
B nauu,j 3 "®apmaLeBTMYHa KOMMaHis
KapTOHY "3p0poB'a", YkpaiHa
260. | LE®AKCOH NMOPOLLOK A/1A Monin Nimiteq IHAiA TNionin NimiTeq, IHAisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: - UA/0211/01/01
PO34MHy ANns 3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
iH'ekyin no 1 rin HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
bulk y donakonax (BnacHvKa peecTpauiiiHoro noceigyeHHs) (3miHa
Ne 25 agpecy 3asiBHUKA)
261. | LE®AKCOH NOpPOLLOK AN1A TNMonin Nimiteq, IHais TMonix Nimiteq, IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/9108/01/01
pO3UMHYy ANns 3MiHn | TUNY - AgMIHICTPATVBHI 3MiHW. 3MiHa peyenmom
iH'ekyinmo1ry HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
hnakoHax Ne 1 (BnacHvika peecTpauiiHoro noceigyeHHs) (3miHa
afpecu 3asaBHUKA)
262. | ULUHAPU3UH Tabnetku no 25 ToBapucTBO 3 YkpaiHa BCi CTagii BUpO6HMLTBA, YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis: 3a UA/5292/01/01
"Oo3" Mmr no 50 06MeXeHo KOHTPO/b SIKOCTi, BUMYCK Cepii: 3MiHuM | TUNY - BBeAEeHHA abo 3MiHu 0 peuyenmom
TabneTok y BiANOBIAaA/bHI ToBapucTBO 3 OOMEXEHOI0 y3araJlbHeHNX AaHux npo cucrtemy
6nictepi; no 50 CTHo BiANoBiAa/IbHICTIO "[docnigHwnii hapMakoHarnsay (BkIKYakum KOHTaKTHI AaHi)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
TabneTtok y "[ocnigHwii 3aBog "MHU/C", YkpaiHa; BCi Ta/abo 3MiHM y po3MiLLleHHI MacTep-daiina
6nictepi, no 1 3aBo/ cTagii BUpOGHMLTBA, KOHTPO/b cuctemu chapmakoHarnagy
6nictepy y nauui "rHUIC SKOCTI, BUNYCK cepii:
3 KapToHy; no 10 ToBapuCTBO 3 0OMEXEHOID
Tabnetok y BignosiganbHicTio "®APMEKC
6nictepi, no 5 FPYM", Ykpaina; BCi cTagi
6nictepiB y BVMPOGHMLTBA, KOHTPO/b
nauui 3 KapToHy SAKOCTI, BUMYCK cepil:
ToBapuCTBO 3 OOMEXEHOI0
BiANOBiAA/IbHICTIO
"papmaLeBTUYHa KOMNaHis
"3g0pos's", YkpaiHa
263. | UWMMNPO®J/IOKC | po3uuH gns AHaHTa Benuka €sponaiic Xentkeap lBT. IHgjisa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 3a UA/10746/01/01
AUVH iHchysiit, 200 Megikeap N14. BpuTaHis nra. 3MiHu |l TUNy - 3MiHa BUPOGHMKa peuyenmom
Mmr/100 mn no BWXi4HOrO/MPOMIKHOro NPoAyKTy/peareHTy, Lo
100 mny BVIKOPVCTOBYETbLCS Y BUPOGHMYOMY npoueci API
KOHTeliHepax No abo fitoyoi pevoBuHU, abo 3MiHa BUPOGHMKA
1 (BKktovatoum, ae HeobxigHO, MicLe NPOBEAEHHS
KOHTpOsto sikocTi) APl abo Ajtoyoi pevoBuHM (3a
BIICYTHOCTI cepTudikata BignoBiAHOCTI
€Bponelicbkin hapmakonei y matepianax
peecTpaujiiiHoro Aockbe) (BBEAEHHS HOBOrO
BUpo6HUKa APl abo AitoHoi pevoBUHM 3 HAZAHHAM
MaTepianis peecTpauiiHoro gocke (mactep-
thaiina) Ha fjtoyy peyoBlHy) - 3MiHa BUPOOHMKa
Adl
264. | LNCTOPAN rpaHyv ans ToBapucTBO 3 YkpaiHa ToBapucTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/14705/01/01
OpaJ/IbHOIO 06MexeHo Bi4NOBIAA/ILHICTIO 3MiHKM | TUNY - 3MiHa po3mipy cepii (BkoYaun peyenmom
po3uuHy 3,0 BignoBigasIbHi "papmaLeBTUYHa KOMNaHis fianasoH po3mipy cepii) roToBOro /ikapcbKoro
r/8,0rno8,0r CTHO "3popos's" 3ac06y - BBeieHHS AOAATKOBOrO po3Mipy cepii
rpaHynLoBaHoro "@apmauesTun nikapcbKoro 3acoby Ans gitovoro uexy Mo
MOPOLLKY Y YHa KoMnaHis
naketi; no 1 "3p0pos'a”
nakeTy y Kopooui
3 KapTOHY
265. | ULUTOKAPB® KOHUEHTpaT ans Lmnna N1g IHais Lvnna NTg, IHais BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 3a UA/6035/01/01
PO34nHy AnA 3MiHU | TUNY - NOAAHHS OHOB/IEHOTO cepTudikara peyenmom
iHdpysiit, 10 R1-CEP 2005-125-Rev 02 Big, BXe
mr/mn no 15 mn 3aTBEPKEHOr0 BUPOGHUKA
(150 wmr) a6o 45
M (450 mr) y
donakoHi Ne 1
266. | YNCTOTINY TpaBano 50rB MAT Ykpaina MAT "Nly6Huchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/8293/01/01
TPABA naykax 3 "Ny6Hudhapm" 3MiHn | TUNY - AgMIHICTPATVBHI 3MiHW. 3MiHa peyenma
BHYTPILLHIM HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
naketom; no 1,5 (BnacHvKa peecTpauiiiHoro nocBigYeHHs) (3MiHa
r B iNbTp- aapecy 3anBHvKa) (TepmiH BBEAEHHS 3MiH

naketi; no 20

NpoTSArom 6 -TW MicALB NiC/IA 3aTBEPAXEHHS);
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
iNbTp-NakeTiB y 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHK. 3MiHa
nauui HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBafKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /1iKapPCbKOro 3acoby, BKIOYaun
OinbHULI BUNYCKy cepii abo Micue npoBefeHHs
KOHTPO/O AKOCTI. (AisNIbHICTb, 3a 5Ky BiAnosigae
BMPOGHMWK/iMNOpPTEp, BK/OYAKYM BUMYCK Cepili)
(3miHa agpecu BUPO6HYMKa, 6e3 3MiHU MicuA
BMPOGHMLTBA. (NepeiiMeHyBaHHS BY/I.
MeTpoBcbkoro Ha Byn. bapeiHkoBa) (TepmiH
BBEJEHHS 3MiH MPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS)
267. | WWNYHKOBUN 36ipnol5ry NnAT YkpaiHa MAT "Ny6Hucbapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 6e3 UA/12584/01/01
3bIP inbTp-nakeTax "ly6Hnhapm" 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
Ne 25 B nauui; no HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
50 r y nakeTax; (BnacHvika peecTpauiiiHoro noceig4eHHs) (3miHa
no 50 r y naketi agpecu 3asaBHUKa) (TepMiH BBe4EHHS 3MiH
3 MiBKK Y nayuj NpPOTAroM 6 -T1 MICALIB MiCNSA 3aTBEPAKEHHS);
3MiHn | TUNY - AgMiIHICTPaTMBHI 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NpoBaf)KEHHS AiSNIbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKy cepii abo Micle npoBefeHHs
KOHTPO/O AKOCTI. (Ais/IbHICTb, 3a AKY BiAgnosigae
BMPOGHMWK/iMNOpTEp, BK/OYAKUM BUMYCK Cepili)
(3miHa agpecu BUPO6HYMKa, 6e3 3MiHU MicLA
BMPOGHMLTBA.(NEepeiiMeHyBaHHs BY/I.
MeTpoBcbkoro Ha Byn. bapeiHkoBa) (TepMmiH
BBEJEHHS 3MiH MPOTAroM 6-Tn MicsAuiB nicns
3aTBEPKEHHS)
268. | AHYMET TabneTku, BKPUTI Mepk LWapn i LBeiiLapis nepBMHHA Ta BTOPUHHA HigepnaHnaw/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/11003/01/01
NNiBKOBOIO [oywm lgea IHk ynakoBka, [03BiN1 Ha BUMYCK Benvka 3MiHM | TUNY - 3MiHa NapameTpiB cnewumdikawii peuyenmom
060/10HKOI0, NO cepii: Mepk Wapn i floym B.B., | Bputanis/ CLUA/ Ta/abo foMyCTUMUX MEX roTOBOro MikapcbKoro
50 mr/500 mr Ne HinepnaHgy; BUpOGHMULTBO IcnaHis 3acoby - NpMBeA€eHHs crneumdikauii 3a p. "Onuc" y
28 (14x2), Ne 56 Hepo3hacoBaHOI NPoAyKL;i: BifNOBIAHICTbL 4O OpUriHAIbHOI JOKYMeHTaL,i.
(14x4) y Ecika KsiH60po fliviTes, BBefeHHA 3MiH NpoTArom 6-tm micayis nicna
6nicTepax Benuka bputaHis; MaTeoH 3aTBepAKeHHA
MyepTo Piko, IHk., MyepTo Piko,
CLUA; nepBuHHa Ta BTOPUHHA
ynakoBka: ®poccT 16epuka,
C.A., IcnaHis
269. | AHYMET TabneTkn, BKpUTI Mepk LWapn i LLseliyapis nepBMHHA Ta BTOPUHHA Higepnanaw/ BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/11003/01/02
NNiBKOBOIO Joym lgea IHK ynakoBka, [03BiN Ha BUNYCK Benvka 3MiHM | TUNY - 3MiHa NapameTpiB crnevumdikawii peyenmom
060/10HKOI0, N0 cepii: Mepk Wapn i floym B.B., | Bputanis/ CLUA/ Ta/abo foMyCTUMUX MEX roTOBOro MikapcbKoro
50 mr/850 mr Ne HigepnaHgu; BUPOGHULTBO Icnanis 3acoby - NpuBefeHHs cneungikauii 3a p. "Onuc" y

28 (14x2), Ne 56
(14x4) y
6nictepax

Hepo3hacoBaHOI NPOAYKL;i:
Ecika KBiH60po JlimiTea,
Benvka bpuTaHisi; MaTeoH

BifNOBIAHICTb 4O OPUriHA/IbHOI JOKYMeHTaL,i.
BBefeHHA 3MiH NpoTArom 6-tm micauis nicna
3aTBEPAKEHHSA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjiliHo2
3acoby 0 NOCBIOYEHHs
MyepTo Piko, IHk., MyepTo Piko,
CLUA; nepBrHHa Ta BTOpPUHHA
ynakoBka: dpoccT |6epuika,
C.A,, Icnanis
270. | AHYMET TabneTkn, BKpUTI Mepk LWapn i LBeiiLapis nepBMHHA Ta BTOPUHHA HigepnaHnaw/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/11003/01/03
NAiBKOBOO [oym lgea IHk ynakoBka, [03BiN Ha BUNYCK Benvka 3MiHM | TMny - 3mMiHa napameTpis cneuudikawii peyenmom
060/10HKOI0, NO cepii: Mepk Wapn i foym B.B., | Bputania/ CLUA/ Ta/abo JoMyCTUMUX MeX roTOBOro NiKapCbKoro
50 mr/1000 mr HigepnaHau; BUPOGHULTBO IcnaHis 3acoby - npuBefeHHs crneundikauii 3a p. "Onuc" y
Ne 28 (14x2), Ne Hepo3acoBaHOi NPOAYKL;i: BiAMOBIAHICTb A0 OPUTiHANIbHOT AOKYMeHTaLi.
56 (14x4)y Ecika KBiH60po JfliviTes, BBefieHHA 3MiH NPOTArom 6-Tu micsauiB nicna
6nictepax Benuvka BputaHis; MaTeoH 3aTBepAKEeHHS
MyepTo Piko, IHk., MyepTo Piko,
CLUA; nepBuHHa Ta BTOPUHHA
ynakoska: ®dpoccT |6epuika,
C.A., IcnaHis
271. | AHYMET TabneTku, BKPUTI Mepk LWapn i LBeiiLapis nepBMHHA Ta BTOPUHHA HigepnaHnaw/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/11003/01/01
NNiBKOBOO Joym lgea IHk ynakoBka, A03BiN Ha BUNYCK Benvika 3MiHK |l TUNY - 3MiHKM Y KOPOTKI XapakTepucTuLi peyenmom
060/10HKOI0, NO cepii: Mepk Wapn i floym B.B., | Bputanis/ CLUA/ NikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
50 mr/500 mr Ne HigepnaHgy; BUpOGHMLTBO IcnaHis IHCTPYKLi A/19 MeANYHOro 3aCTOCYBaHHS, Yy
28 (14x2), Ne 56 Hepo3hacoBaHOI NPoAyKL;i: 3B'A3KY i3 HOBUMM AA@HUMW 3 AKOCTI, AOKAIHIYHAMU,
(14x4) y Ecika KsiH60po fliviTes, KAIHIYHUMW AaHMKU Ta JaHumu 3
6nictepax Benuvka bputaHis; MaTeoH hapmakoHarnsagy - 3mMiHM 4o iHCTPYKUiT y po3ainu:
MyepTo Piko, IHk., MyepTo Piko, "®apmakonoriyHi BnactmsocTi", "Mo6ivHI peakuir.
CLUA; nepBuHHa Ta BTOPUHHA BBegeHHA 3MiH npoTArom 3-x micAuiB nicnsa
ynakoBka: ®poccT 16epuka, 3aTBEPAKEHHSA
C.A., IcnaHis
272. | AHYMET TabneTkn, BKpUTI Mepk LWapn i LLseliyapis nepBMHHA Ta BTOPUHHA Higepnanaw/ BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/11003/01/02
NMiBKOBOIO Joym lgea IHk ynakoBKa, [j03BiN Ha BUMYCK Benvika 3MiHK |l TUNYy - 3MiHKM Y KOPOTKI XapakTepucTuLi peyenmom
060/10HKOI0, N0 cepii: Mepk Wapn i floym B.B., | Bputanis/ CLUA/ NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
50 mr/850 mr Ne HigepnaHgu; BUPOGHULTBO Icnanis IHCTPYKLii A/19 MeANYHOr0 3aCTOCYBaHHS, Yy
28 (14x2), Ne 56 Hepo3hacoBaHOI NPOAYKL;i: 3B'A3KY i3 HOBUMUW JAaHUMW 3 AKOCTi, AOKNIHIYHAMU,
(14x4) y Ecika KsiH60po flimiTes, KNIHIYHUMUW A@aHMK Ta JaHumu 3
6nictepax Benvka BpuTaHisi; MaTeoH hapMakoHarnsay - 3MiHu 4o iHCTPYKUiT y po3ainu:
MyepTo Piko, IHK., MyepTo Piko, "®apmakonorivHi BractusocTi”, "MobiuHi peakuii”.
CLUA; nepBuHHa Ta BTOPUHHA BBegeHHA 3MiH npoTArom 3-x micsAuiB nicnsa
ynakoBka: ®poccT 16epuka, 3aTBePAKEHHSA
C.A., IcnaHis
273. | AHYMET TabneTkun, BKPUTI Mepk Wapn i Lseliuapis nepBrHHA Ta BTOPVHHA Higepnangun/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/11003/01/03
NAiBKOBOO [Joym lgea IHk ynakoBka, [03Bif Ha BUMYCK Benuka 3MiHM Il TURy - 3MiHU Y KOPOTKili XapakTepucTui peyenmom
060/10HKOH0, NO cepii: Mepk Wapn i Joym B.B., | BputaHnis/ CLUA/ nikapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta
50 mr/1000 mr HigepnaHngu; BMpo6HULTBO Icnanis IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHs, Yy

Ne 28 (14x2), Ne
56 (14x4)y
6nictepax

Hepo3dacoBaHOi MPOAYKL;i:
Ecika KBiH60pO flimiTea,
Benwuka bBputaHisi; NateoH
MyepTo Piko, IHk., MyepTo Piko,
CLUA; nepBrHHa Ta BTOpPUHHA
ynakoska: ®poccT 16epuika,
C.A,, Icnanis

3B'AA3KY i3 HOBMMM AaHVMU 3 IKOCTi, JOK/iHIYHIMMU,
KNiHIYHUMW JaHMK Ta JaHuMu 3
thapmakoHarnagy - 3MiHu 4o IHCTPYKLUii y po3ainu:
"®apmakonoriyHi BractusocTi”, "lMobiuHi peakuii”.
BBepeHHs 3miH npoTarom 3-x micsuis nicns
3aTBEPAKEHHSA
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HauyanbHUK YnpaBniHHA
thapmaLeBTUUYHOI AiANBHOCTI Ta
AKOCTI papmMaLeBTUUHOI NPOAYKLiT T.M. NIAcKoBCbKUi



MEPENIK

AopaTok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

15.02.2017 Ne 141

NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIO/TOMNYHMX MNPEMNAPATIB), AKUM BIAMOB/IEHO Y AEPXXABHIN PEECTPALLIl, NEPEPEECTPALLII TA

BHECEHHI 3MIH 4O PEECTPALIAHNX MATEPIANIB

TA AEP)XABHOI'O PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

060/10HKOW, No 850
Mr Ne 60 (15x4) y
6nictepaxcrepax

BTOPUHHE NaKyBaHHS);
BEP/IIH-XEMI AT,
HimeuuunHa (MepBrHHe Ta

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina lliocmasa lpoyedypa
n/n JliKapcbK0O20
3acoby

1. NA®EPOBIOH® cynosuTopii no 150 TOB "$3 Ykpaina TOB "3 "BIOPAPMA", YkpaiHa 3acifgaHHa HTP Ne 2 BigmoBuUTN y 3aTBEPAXEHHI 3MiHM - 3MiHK |
000 MO, no 500 000 "BIODAPMA" Ykpaina; MNpAT Big 19.01.2017 TNy - 3MiHM wopo 6e3neku/epekTVBHOCTI Ta
MO o 3 "BIO®APMA", YkpaiHa thapmakoHarnagy (iHwi 3miHm) (B, (x) 1A),
cynosutopisno 1 ry OCKifIbKM 3anponoHoBaHa [0 3MiH iHCTPYKLiA Ha
KOHTYPHIl nikapcbkuii - 3aci6  JladepobioH  (cynosuTopii)
YapyHKOBIli 3aTBep/KeHa Ansa [osyeaHHs 150000 MO Ta
ynakosLi; no 1 500000 MO, BiANOBIAHO 3acTOCyBaTN AITAM Bif, 7
KOHTYPHil 00 14 pokis go3y 1000000 MO ggivi Ha JOGY He €
YapyHKOBIli yrakoBLi MOX/TMBUM
B NauLli 3 KAPTOHY;
no 5 cynoauTopiis no
11y KOHTYpHIN
YapyHKOBIli
ynakosLj; no 1 a6o
N0 2 KOHTYpHI
4apyHKOBi YNakoBKu
B Nayi 3 KApTOHY

2. CIOPOP® 500 Tabnetku, BkpuTi | BEP/IH-XEMI Al HimeuunHa BEPNIH-XEMI AT, HimeyunHa 3acigaHHa HTP BigmoBuUTN Yy 3aTBEpMKEHHi 3MiHU - 3MiHK |l
NNiBKOBOIO HimeuuunHa (nepBuHHe Ta Ne 21 Big 17.11.2016 TMny - 3MmiHa(M) [0 TepaneBTUYHUX MOKa3aHb
o6osoHko, no 500 BTOPVHHE NaKyBaHHS, (mopgaBaHHA HOBOTO TepaneBTWYHOro NoKas3aHHs
Mr Ne60 (10x6) vy KOHTPO/1b Ta BUMYCK cepil; abo 3miHu 3aTBepmxeHoro nokasaHHs) (3.1.6. (a)
6nictepax BMpPOBHULTBO «in bulk» Ta 1))

KOHTpPO/b cepili); MeHapiHi-
®oH XeiaeH M'v6X,
HimeuuunHa (BUpO6HULTBO
"in bulk", nepBrHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b cepiif)

3. CIOPOP® 850 TabneTtkun, BkpuTi | BEP/IIH-XEMI Al HimeuunHa AgsaHc ®apma 'M6X , HimeuunHa 3acigaHHa HTP BigmoBUTN y 3aTBEpAXEHHi 3MiHU - 3MiHK |

NNiBKOBOIO HimeuuunHa (MepBrHHe Ta Ne 21 Big 17.11.2016 TMny - 3MmiHa(M) OO TepaneBTUYHUX MOoKa3aHb

(mopaBaHHA HOBOrO TepaneBTUYHOrO MoKa3aHHS
abo 3MiHM 3aTBepMKeHOro nokasaxHs) (3.1.6. (a)

D)
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Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina lliocmasa lpoyedypa
n/n JliKapcbK0O20
3acoby
BTOPUHHE MaKyBaHHS,

KOHTPO/Ib Ta BUMYCK Cepii;
Brpo6HMUTBO «in bulk» Ta
KOHTPONb cepil);
[pareHochapm AnoTekep
Miownb MM6X, HimevunHa
(BnMpo6HULTBO «in bulk» Ta
KOHTPONb cepii); MeHapiHi-
®oH XeigeH M'v6X,
HimeyuunHa (BMpo6HULTBO
«in bulk», nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b cepil)

HauyanbHuK YnpaBniHHA hapMmaleBTUUYHOI
BIANBHOCTI Ta AAKOCTI (papmMaueBTUYHOT NpoAYKUiT

T.M. JIAcKOBCbKUM
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