Aopatok

po Hakasy MiHictepcTBa OXOpPOHU
300pOB’A YKpaiHu

NpoAyKLii, NaKyBaHHs,
BUNPOBYBaHHS KOHTPO/IO
AKOCTI:
Jenbthapm MinaHo,
C.P.N., Itanis;
MakyBaHHs,
BUMPOBYBaHHS KOHTPO/O
AKOCTI, BUNYCK cepil:
®.XothpmaHH-/15 PoLu
Ntp, Weeiiuapis;
BUNYCK cepil:
®.XothpmaHH-/15 PoLu
Ntp, Weeiiuapis

thapmakonei/mMmoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOrO cepTudikata
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei: ans Adl;
ONns BUXiAHOrO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMDKHOT
peyosuHu (FE-cepTtucpikat
BiANOBIAHOCTI EBPONECHKI
thapmakonei gns A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
npoaykTy abo AOMOMIKHOT pEHOBMHN)
HoBwuii cepTudpikat aas BUXigHOro
MaTepiany/peareHTy/npoMiKHOro
npoaykTy abo AONOMIKXHOT PEHOBUHN
Bifj HOBOro abo BXe 3aTBepKeHoro
BMPOGHMKA - NOAAHHS HOBOTO
cepTtudikaTy BignoBigHOCTI
€Bponeiicbkili hapmakonei ans
XenatuHy (060/10HKa kancynun) R1-
CEP 2000-050-Rev 02 Big HoBOro
BUpobHuKa Gelita Group, Eberbach,
Germany. 3miHu | Tuny - 3miHK 3
akocTi. CepTtudpikat BignosigHocTi/lE-
cepTudikat BiANoBiAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii. NogaHHs
HOBOro abo OHOBMIEHOro cepTudikarTa
BiANOBIAHOCTI 260 BUNYyYEHHSA
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ana Adl;

Ans BUXigHOro

Ne
NEPENIK
NIKAPCbKUX 3ACOBIB WOA0 AKX NMPONMOHYETbLCA BHECEHHA 3MIH 4O PEECTPAUIMHNX MATEPIANIB
Ne HasBsa sniikapcbko2o | ®opma suryckKy (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby ¢hopma, ynakoska) Bionycky peecmpayiliHo2o
nocgio4eHHs1
1. TAMIDNIIO® kancynv no 75 mr; no 10 ®.XohpmaHH- LLBeiuapis Brpo6HMUTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpavLiiHnX 3a UA/3189/02/03
Kancyn y 6nictepi; no 1 Na Pow Ntg, Hepo3gacoBaHOl ITania/ mMartepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
6nicTepy B KapTOHHI kopoobLi NPOAYKLIi: LBeliuapis akocTi. CepTtucpikat BignosigHocTI/lE-
CeHexci, PpaHuis; cepTudikaT BignoBigHOCTI
B1po6HMLTBO €Bponeiicbkili
Hepo3gracoBaHol




Ne Hasga sniikapcbko2o | ®opma surnyckKy (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby ¢hopma, ynakoska) BionycKy peecmpayiliHo2o
nocsio4eHHs1

mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
BUPOGHMLTBI A®I; AN18 AONOMIKHOT
peyoBuHu (FE-ceptudpikat
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei ana Adl/smxigHoro
mMarepiany/peareHTy/npomMibkHOro
npoAayKTy abo AONOMDKHOT pevyoBUHN) -
OHoBNeHuiA cepTuddikar Bif Bxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHSA
OHOB/EHUX cepTudikaTis
BiNOBIAHOCTI €Bponelichkilt
hapmakonei ans xenaTtnHy (06010HKa
kancynu) R1-CEP 2000-045-Rev 04
Bifl BXX€ 3aTBEPKEHOr0 BUPOOHNKA
Tessenderlo Group N.V., Divivion PT
Leiner, Vilvoorde, Belgium ta R1-CEP
2005-217-Rev 02 Big BXe
3aTBepaxeHoro Bupo6bHuka Nitta
Gelatin INC., Osaka, Japan. 3MiHu |
TMny - 3MiHK 3 akocTi. CepTudikaT
BignoBigHocTI/E-cepTudikar
BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
ceptucpikaTa BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei: ans Adl;
015 BUXIQHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMDKHOT
peyosuHu (FE-cepTtucpikat
BiANOBIAHOCTI EBPONECHKI
thapmakonei gns A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
npoaykTy abo AOMOMIKHOT PEHOBMHN) -
BunyueHHs cepTudikartis (y BUnaaky
HasABHOCTi My/NbTUMETHOrO
cepTudpikata Ha matepian) -
BUJTyYEHHs cepTudikaTy BiAnoBiAHOCTI
€Bponeiicbkiii hapmakonei 4ns
XenaTtuHy (o60n0oHka kancynu) R1-
CEP 2004-247-Rev 00 Ta R1-CEP
2004-320-Rev 00 Big, BMpo6Huka Nitta
Gelatin INC., Osaka, Japan. 3miHu |
TMNYy - AOMIHICTPaTUBHI 3MiHU.
BunyyeHHs BUPOOGHNYOI AinbHUL
(Bkntovaroum ginbHuui ans Adl,
MPOMIXHOrO NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHULi ANs




Ne Hasga sniikapcbko2o | ®opma surnyckKy (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby ¢hopma, ynakoska) BionycKy peecmpayiliHo2o
nocsio4eHHs1
NpoBefieHHA NakKyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BUMYCK Ccepil,

MiCLie NpoBEeAEHHSA KOHTPO/IIO Cepii)
abo nocTavasibHVKa BUXigHOMO
marepiany, peareHTy abo AONOMKHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y OCLE) -
BWyYEHHS AiNnbHULi Pow ®apma Al
Eminb-Bapenb-LUTpacce 1, 'peHuax-
BtoneH, bageH-Bioptembepr, 79639,
HimeyumnHa, L0 BUKOHYBaB KOHTPO/Ib
AKocTi [N13. BBeAeHHs 3MiH NpOTArom
6-T MiCALLIB MiCNA 3aTBEPIKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs1 BUPOOHWYOT AiNbHULL
(Brntovaroun ginbHnLi ansa Adl,
MPOMDKHOIO NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHUL Ans
NPOBEeEHHs NakyBaHHs1, BUPOGHUKA,
BiANOBIAAUTLHOIO 3a BUMYCK Cepil,
MicLe NpoBefEeHHSA KOHTPO/IO cepil)
abo noctavasibHVKa BUXIAHOMO
marepiany, peareHty abo AONOMiKXHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y [OCHE) -
BUYYEHHS AiNnbHULi KeTenent
[bxepmatni WopHaopd MvbX,
BiANOBiA&/IbHOT 32 BUPOOHULITBO
Hepo3hacoBaHOT NPoAYKLi Ta
nakyBaHHs. BBefeHHS 3MiH NpoTArom
6-TW MiCALB Nic/a 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuiA 3aci6.
3miHa dhopmn abo po3mipy
KOHTelHepa un 3aKynoptoBaslbHOro
3aco0by (NepBUHHOT yNakoBKK)
(HecTepunbHi Nikapcbki 3acobm) -
[00aBaHHA a/ibTepHaTUBHOI
KOHepirypauii 6nictepa, o
06yMOB/IeHa f0A4AaHHSAM HOBOTO
BMPOOHVKa ANs nakyBaHHA J13.
SAKiCHWIA Ta KinbKicHUIA cknag
nakyBaHHS He 3MiHUBCS. BBefeHHsA
3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEpPKEHHA. 3MiHU | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMUTBI. 3amiHa abo
BBEEHHS 404AaTKOBOI AiNbHUL
BMPOGHULITBA A1 YACTUHM abo BCbOro
BMPOBGHNYOro npouecy rotosoro
nikapcbKoro 3acoby (ainbHuuA ans

BTOPVHHOTO NMaKyBaHHS) - BBEAEHHS




Ne Hasga sniikapcbko2o | ®opma surnyckKy (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby ¢hopma, ynakoska) BionycKy peecmpayiliHo2o
nocsio4eHHs1
[0[aTKOBOro BUPOGHWKa /13,

€Bponelicbkiin hapmakonei: ans Adl;

BiANOBIAaIbHOIO 3a BTOPUHHE

ITanis. BBeAeHHs 3MiH NPOTArom 6-Tn
MicALiB Nicna 3aTBepAXeHHS. 3MiHN |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbknii 3aci6. 3MiHn y
BMPO6GHULTBI. 3amiHa abo BBeAEeHHSA
[04aTKOBOT AiNbHULI BUPOBGHMLTBA
NS YacTnHM abo BCbOro BUPOOHNYOrO
npoLecy roToBoro Nikapcbkoro 3acoby
(AinbHUUA ANA NEPBUHHOIO
nakyBaHHS) - BBEAEHHS 40AATKOBOro
BMpOGHMKa J13, BifnoBiganbHOro 3a
nepBUHHE NakyBaHHA [enbhapm
MinaHo C.P.J1., ITanis. BBeAeHHs 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBepKEHHS. 3MiHK | Tuny - 3MiHu 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
3MiHW Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA
BWMYCKy Cepii Ta KOHTPO/IH0 SKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa
abo gofaBaHHs BUPOOHMKA, LLIO
BignoBifae 3a BBe3€HHS Ta/abo
BUNycK cepii) - He BkoYarouu
KOHTPONb/BUNPOGYBaHHSA cepii -
BBeAEHHS AinbHuLi ®. XoddmaHH-/15
Pow Ntp, BiagykTwpacce 33, 4051
Basens, LBeliuapis, Wo 3ailicHioe
BWMYCK Cepii MikapcbKoro 3acoby.
3MiHM BHECEHO B IHCTPYKLit0 AN
MeZMYHOro 3aCTOCyBaHHA LWo40
MiCLLe3HaxX0MKEHHS BUPOOHMKA 3
BiANOBIAHUMU 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby. BBegeHHs 3MiH NpOTArom 6-Tu
MicALiB Nicnsa 3aTBepAXeHHS. 3MiHN |
TMny - 3MiHK 3 akocTi. CepTudikaT
BignoBigHocTI/E-cepTudikar
BiANOBiAHOCTI EBpoONelichkiit
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUMYYEHHSI
cepTucpikaTa BiANOBIAHOCTI

015 BUXIQHOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I; ANns [ONOMDKHOT

nakyBaHHs [enbgapm MinaHo C.P.J1.,

peyosuHu (FE-cepTtucpikat




Ne Hasga sniikapcbko2o | ®opma surnyckKy (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby ¢hopma, ynakoska) Bionycky peecmpayiliHo2o
nocsio4eHHs1

BiANOBIAHOCTI EBpPONECHKIi
thapmakonei gns A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro

npoaykTy abo AOMOMIKHOT PEHOBUHN) -
OHoB/eHWiA cepTUdikaT Bif Bxe
3aTBEPLKEHOr0 BUPOBHYKA - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTy
BiANOBiAHOCTI EBpoONeiiChKiit
hapmakonei 415 xenatuHy (060/10HKa
kancynum) R1-CEP 2000-344-Rev 03
Bif] BX€E 3aTBEPAXEHOr0 BUPOBGHUKA
Nitta Gelatin, Cochin, Kerala, India.
3MmiHu | TMRY - 3MiHKM Woao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) - 3MiHKn
BHECEHO B TEKCT MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-Tn MicAuis
nicns 3aTBepAKEHHS.

B.o. NeHepanbHOro gupekropa Aimpekropary
cthapmaueBTUUHOrO 3abe3nevyeHHsA

IBaH SAABOPHUX




