NEPENIK
NIKAPCbKNX 3ACOBIB LWOA0 AKX 3ABEPLLEHO PO3rnsg PEECTPALIAHNX MATEPIANIB NMPO BHECEHHS 3MIH A0 PEECTPALINHNX
MATEPIAJIB NPOTArOM Ali PEECTPALINHOIO NMNOCBIAYEHHSA HA NIIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI KOMOETEHTHUMW
OPrAHAMW CMNONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHLKOI KOH®EAEPALIL, ANOHII, ABCTPAII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLO
3A LLEHTPANI3OBAHOLO NMPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTHMM OPFAHOM EBPOMENCHLKOIrO COO3Y

Ne Hassa ®dopma sUnycKy 3asasHuUKk KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayjiliHo2o
3acoby YnakoskKa) nocsio4YeHHs1

1. BAPIFATE®® Kancysim M siki no BepiHrep HimeuwunH | BMPOGHWMK, LLO BiAgMNOBigaE 3a HimeyunHa BHECEHHS 3MiH 0 peecTpaviintHmx 3a peyenmom UA/16651/01/01
100 wmr; no 10 IHrenbxaim a BUMyCK cepii: marepianis: 3miHun | Tuny: AgmiHicTpaTuBHiI
Kancyn m'skux B IHTEepHeLHN BepiHrep IHrenbxaiim 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
aIloMiHiEBOMY m6X dapma MM6X i Ko. KT, ajipecu 3asBHUKa (BnacHuKa
6nictepi, no 6 abo HimeuunHa: peecTpauiiiHoro noceig4eHHs) (3rigHo

12 6nictepiB y
KapTOHHIA KopooLi

Haka3zy MO3 Big 17.11.2016 Ne 1245) -
BHECEHHS 3MiH [0 afpecy 3asiBHMKa
(BNacHuKa peecTpauiinHoro NocBigYeHHS)

BMPOGHMLITBO, ynakoBka Ta
KOHTPO/Ib SIKOCTi Kancys in
bulk (Hepo3chacosaHoi
NpoAYyKLUIT NikapcbKoro
3acoby):
KaTtaneHT Himeuunna
E6epbax Mm6X, HiMeuunHa;
nepsuHHe (bnictepn) Ta
BTOPWHHE MaKyBaHHS
(kopo6kK), MapKyBaHHS
(NepBMHHOTO Ta BTOPUHHOIO
nakyBaHHs) Ta KOHTPO/b
SIKOCTi NikapCbKOro 3acoby:
BepiHrep IHrenbxainm
dapma 'm6X i Ko. KT,
HimeuunHa,
anbTepHaTUBHI AiNbHULI ANnA
BTOPVHHOTO MakyBaHHs Ta
MapKyBaHHS:
dapwm/lor dapma JlookicTik
m6X, HimeuunHa;
LLteremaHH
JNboHbepnakyHreH yHg,
NoricTiwep Cepsic e. K.,
HimeuunHa;
anbTepHaTUBHI naboparopii
NS NPOBEfEHHS KOHTPOSI0
AKOCTI (32 BUK/TIOUYEHHAM
MiKpOGIONOriYHOI YNCTOTW):
A eHg Em LUTa6Tect Mm6X
(NabopaTtopist KOHTPO/IHO
AKOCTI Ta TECTYBaHHS
cTabinbHOCTI), HimeyunHa




6nicTepi, no 6
6nictepiB y
KapTOHHIiA KOpo6Li

dapma 'mbX i Ko. KT,
HimeuumnHa,;
BMPOGHMLTBO, ynakoBka Ta
KOHTPO/Ib SKOCTi Kancys in
bulk (Hepo3chacosaHoi
NpoAYyKLUIT nikapcbKoro
3acoby):
KaTtaneHT HimeuunHa
E6epbax Mm6X, HiMeuunHa;
nepeuHHe (6nictepu) Ta
BTOPWHHE MaKyBaHHS
(kopo6kM), MapKyBaHHS
(NepBMHHOrO Ta BTOPUHHOIO
nakyBaHHSs1) Ta KOHTPO/1b
SIKOCTi NikapCcbKoro 3acoby:
BepiHrep IHrenbxainmv
dapma 'm6X i Ko. KT,
HimeuumnHa,;
anbTepHaTUBHI AiNbHULI ANns
BTOPVHHOIO NakyBaHHA Ta
MapKyBaHHS:
dapm/lor Papma JTomKICTiK
m6X, HimeyunHa;
LteremaHH
JNboHbepnakyHreH yHg,
NoricTiwep Cepsic e. K.,
HimeuumnHa;
anbTepHaTUBHI naboparopii
NS NPOBEfEHHs KOHTPOSI0
AKOCTI (32 BUK/TIOUYEHHAM
MiKpOGIONOriYHOI YNCTOTH):
A eHg Em LUTa6Tect Mm6X
(Tabopatopist KOHTpO/I0

peecTpavuiitHoro noceig4yeHHs) (3rigHo
Haka3zy MO3 Big 17.11.2016 Ne 1245) -
BHECEHHS 3MiH 10 aApecy 3asiBHUKA
(BracHvKa peecTpawiiiHoro NocBig4yeHHs)

Ne Hassa dopma sUMyCKYy 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
HysicaH TM6X, HimeuuunHa;
anbTepHaTMBHI nabopatopii
[N NPOBeAEHHS KOHTPO/O
AKOCTI 38 NOKa3HNKOM
Mikpo6ionoriyHa uicToTa:
CI'C IHcTutyT ®peseHiyc
'm6X, HimeuunHa
Na6op N1C CE eHg Ko. KT,
HimeyunHa
2. BAPIATE®® Kancysm M siki no BepiHrep HimeuunH | BMPOGHMK, LLO BigNOBigae 3a HimeuunHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a peyenmom UA/16651/01/02
150 wmr; no 10 IHrenbxainm a BUNYCK cepil: mMarepianis: 3mMiHu | Tny: AgMiHiCTpaTuBHI
Kancyn M'akux B IHTepHeLHN BepiHrep IHrenbxaiim 3MiHWU. 3MiHa HaliMeHyBaHHA Ta/abo
atoMiHiEBOMY 6X afipecy 3asBHMKa (BlacHUKa




y 6nicTepi, no 6 abo
no 12 6nictepis y
Kopoo6Ui

BUPOBHNLITBO 3@ NMOBHUM
LMKIOM:
Mikpo Nla6c Nimites, IHAia
nepBUHHA Ta BTOPUHHA
yNaKkoBKa, KOHTPO/Ib AKOCTI,

JlonoBHEHHS1 a60 3amiHa (3a BUHSATKOM
6i0N0rivyHKX abo iMyHOMOTIYHNX PEYOBUH)
nokasHuka cneuudikawii, BKoyarun
BIAMOBIAHWI MeTOA BUNPOOYBaHHSA 3a
pesynbTaramu gochnimpkeHb 3 6e3sneku abo

Ne Hassa dopma sUMyCKYy 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
AKOCTi Ta TECTYyBaHHSA
cTabinbHoCTi), HimeuunHa
HysicaH MM6X, HimeuunHa;
anbTepHaTUBHI naboparopii
NS NPOBEfEHHA KOHTPOSI0
AIKOCTi 32 NOKa3HMKOM
Mikpob6ionoriyHa uicToTa:
CI'C IHcTuTyT ®peseHiyc
v6X, HimeyunHa
Nab6op /IC CE eHg Ko. KT,
HimeyunHa
3. MET®OPMIH- TabneTku, BKpUTI TOB «TeBa YkpaiHa BVPOGHMLTBO 3@ MOBHWUM Yecbka BHECEHHS 3MiH A0 peecTpavliiHmx 3a peyenmom UA/18723/01/01
TEBA NNiBKOBOO YkpaiHa» LMKOM: Pecny6nika/ marepianis: B.I.d.1 g) Tvn IB. 3miHa
060/10HKOH0, Mo 500 TeBa Yex IHgacTpi3 c.p.o., IHais/ napameTpiB cneumgikauii Ta/abo
mr, no 10 TabneTok Yecbka Pecnybnika YropwuHa rPaHNYHMX 3HA4YEHb FOTOBOrO NPOAYKTY.
y 6nictepi, no 5 BUPOGHMLTBO 3a NOBHUM [onoBHeHHs1 a60 3amiHa (3a BUHATKOM
6nicTepiB y KOpooL;j LMKIOM: 6i0N0rYHNX 260 IMYHO/IOTIYHUX PEYOBYH)
Mikpo /la6c Nimites, IHAjsa nokasHuka cneuudikawii, BKoYaryn
nepBUHHA Ta BTOPUHHA BiANOBIAHWI MeTOA BUNPOBYBaHHS 3a
ynakKoBKa, KOHTPO/Ib SIKOCTI, pesynbTaTamu fOcNifpKeHb 3 6e3nekn abo
[,03BIi/T HAa BUMYCK cepii: SKOCTI.
AT dapmaueBTUYHUIA 3aBOA, B.II.f.1 z) Tvn IB BHECEHHS 3MiH CTOCOBHO
TEBA, YropwuHa TepMiHy npuaaTHOCTI Ta /abo ymoB
36epiraHHs roToBOro NPOAYKTY. IHWa
3MiHa
4, MET®OPMIH- TabneTku, BKPUTI TOB «TeBa Ykpaina BMPOOHMLTBO 3a NOBHUM Yecbka BHECEHHS 3MiH 40 peecTpavLiiHnx 3a peyernmom UA/18723/01/02
TEBA NNiBKOBOO YkpaiHa» LMKIOM: Pecny6nika/ marepianis: B.Il.d.1 g) Tvn IB. 3miHa
060/10HKO10, M0 850 TeBa Yex IHaacTpi3 c.p.o., IHais/ napameTpis cnewuagikauii Ta/abo
mr, no 10 TabneTok Yecbka Pecny6nika YropLmHa rpPaHMyYHNX 3HaYeHb rOTOBOrO NPOAYKTY.
y 6nicTepi, no 3 abo BVMPOGHMLTBO 3@ NOBHUM [JlonoBHeHHs abo 3aMiHa (3a BUHATKOM
no 10 6nictepiB y LMKNOM: 6i0N0riYHNX ab0 IMyHOOMYHUX PEYOBVH)
Kopoo6ui Mikpo /la6c Nimiteq, IHAia nokasHuka cneuudikawii, BKoyarun
nepBUHHA Ta BTOPUHHA BiANOBIAHWI MeTOA BUNPOBYBaHHS 3a
ynakoBKa, KOHTPO/Ib AKOCTI, pesynbTatamu fochnimpkeHb 3 6e3neku abo
[L,03BiN Ha BMNYCK cepil: AKOCTI.
AT dapmaueBTUYHMI 3aBOS, B.II.f.1 z) Tvn IB BHECEHHS 3MiH CTOCOBHO
TEBA, YropwuHa TepMiHy npuaaTHocTi Ta /abo ymoB
36epiraHHs roToBOro NPOAYKTY. IHwa
3MiHa
5. MET®OPMIH- TabneTtku, BKPUTI TOB «TeBa YKpaiHa BUPOBHMLTBO 3a NOBHUM Yecbka BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/18723/01/03
TEBA NNiBKOBOIO YkpaiHa» LMKIOM: Pecny6nika/ martepianis: B.1l.d.1 g) Tun IB. 3miHa
060/10HKO, No 1000 TeBa Yex IHAacTpi3 c.p.o., IHais/ napameTpiB cneuudikauii Ta/abo
Mr, no 10 TabneTok Yecbka Pecnybnika YropuyHa rPaHNYHNX 3HAYEHb rOTOBOMO NPOAYKTY.




KapTOHHI kopobuyj;
no 6 TabneTok y
6nictepi, no 4
6nictepu B
KapTOHHIlA ynakoBLi

ynakoBka:
Pecncapm dapmacepsices
MBT. N74., IHAIA
BTOPWHHA ynakoBKa:
AHcceH dapmaueBTuka HB,
Benbrisa
KOHTPO/b SIKOCTI:
AHcceH (hapmaueBTUYHI
KOMNaHii [PKOHCOH &
L[XOHCOH) [XXOHCOH &
LbxoHcoH MpaiiBiT JlimiTeq,
(DBA - dapmaueBTUYHI
npoayktu, LieHtp
aHa/TTMYHUX Ta
dhapmaLeBTUYHNX
po3po6ok), IHais
KOHTPO/b SIKOCTI, BUNYCK
cepii:
AHcceH dapmaueBTuka HB,
Benbris

[xoHCcoH & [xoHcoH lMpaiisiT fliviTes fo
agpecy , Wwo signosigae GMP».

2. 3rigHo 3asBK «3MiHa MPOBOAUTLCS Ha
TepuTopii YKpaiHu 3 MeTOo NpuBeAeHHs
agpecu BupobHuka Pecndapm
dapmacepsices lNMpaiiBiT Jlimites fo
agpecu , wo signosigae GMP».

Ne Hassa dopma sUMyCKYy 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
[,03BiN Ha BMNYCK cepil: AKOCTI.
AT dapmaueBTUYHWIA 3aBOS, B.11.f.1 z) Tun IB BHeCeHHs 3MiH CTOCOBHO
TEBA, YropwuHa TepMiHy NpuaaTHOCTI Ta /abo ymMoB
36epiraHHs roToBOro NPoOAYyKTy. IHWa
3MiHa
6. CIPTYPO Tabnetkv no 100 wmr; TOB YkpaiHa BMPOGHMLTBO BHECEHHS 3MiH 0 peecTpavliiiHmx 3a peyenmom UA/16790/01/01
no 188 tabnetok y "[I>XOHCOH i Hepo3hacoBaHoro mMaTtepianis: 1. 3rigHo 3asBU «3MiHa
thnakoHi, no 1 [XoHCcoH NPOAYKTY, KOHTPO/b AKOCTI, NPOBOAMTLCA Ha TepuTopil YKpaiHu 3
chnakoHy B YkpaiHa" NnepBUHHa Ta BTOPUHHA METOI NpUBELEHHS afpecy BUPOOHUKa




