JIOro NEPPIFO

3AABA NPO BUIMYCK*

35

PeHinedhpury rigpoxnopug 10 mr

PadToH NikiARMiA kog S0010CP T
Haaea npopykulii: AdpnyT pun
| Kpaita-imnoprep: Yrpaina
Homep peecTpauifinoro noceinuents: UAM9738/01/01
TepmiH fii: 10.11.2027
Cuna gilfakrneHictb: MNapauetamon 500 wr, MBaiicheHesm 200  wmr,

HNikapcbka chopma: lNopoluok Ans opanbHOro PO34MHY
Po3Mip Ta TuN nakysBaHHs 10 caule B KapToHHIit KopobLyi
Homep cepi: 4CW0161

Homep cepii bulk:

4C5970 | 4C5971 | 4C5972

[ata BupobHuuTRa:

18 Gepeska 2024

HaTa sakiHueHHs TepMminy NpYaaTHoOCTI: Gz2i2027

Poswmip cepii: 63540

Haseun, agpecu Ta HOMepK NilleHsii Beix | Padton Nafopatopis Nimiten

AiNLHUUE BupobHMUTEBE T3 KoHTpomno | EkceTtep Payp, PachToH, Bpaynron, EX33 2DL, Benuka
SKGCT Bputanis Miuewais Homep: MIA 12063

Ceprudbikatu BignosiaHocTi GMP ans Beix
ANLHWLL, HAaBEEHMX BlLlE

CeTpudbikar Homep: UK MIA 12063 Insp GMP/IMP
12063/2698-0022

YMOBU 30epiramHn; 3bepirati B opuriHanbHii KapTOHHIA ynakosui mpw TeMnepatypi He Buule 25°C.

Lium 1 3aceiguyo, o HaBelleHa BulUle iIHdopmauis & ACCTOBIPHOI Ta TOYHOIO.

Lo cepio npoaykuii Byro supo6netio (Brmovaioym NakyBaHHA/MapKyBaHHA) Ta NposeaeHo KOHTpONG i7
SIKOCTI Ha BULIesazHaveHin LiNbHKLI Y NOBHii BIANOBIAHOGTI 3 BUMOTramMK GMP, sctanosneHnmm MiCLeBUM
PEIYNATOPHWUM OpPraHom, a Taxow BignosigHo oo crneuudikauii, uo micTarees Y peecTpauiiHoMy aocke

KpaiHu-iMnoprepa, [TpoTokoru BUPOBHWITRA, NakyBalHa Ta aHanisis Byno nepernsnyTo Ta BCTaHOBNEHO
BignoeinnicTe GMP.

MNignine ocobn, sika Blyana F03BIN Ha BUnyck cepil:
Caroiine Norfolk-Shaw, KBanigikosara ocoa

Aara: 29.05.2024

MEPPIFO Toprosa Hasma:

Pagron NaGopatopis flimiren Ekcetep Poyn, Pagton, BpayHTon, EX33 2DL
Ten.: +44(0)1271815815] dakc: +44(0)1271818997| WWW._Derrigouk.corm
3apeecTposaHuii 8 AHrnij Ne 2638733

* eKBiBaneHT CepTudpikaty cepii nikapcbkoro 3acoby
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NOrO NEPPIFCO

CEPTU®DIKAT AHANI3Y

Mpoaykr: Abnylpun MNopouwlok ans opansHoro poa4uny Ne 10 Vkpaina

Homep cepii: 4CW0161
Homep cepii bulk: 4C5970

MokaszHuk PesynbtaTtu Bumoru arigHo cheyucikagiv
30BHIWHIA  BUrNAA  Ta  sanax Binnosigae Maxe Binmia cunyqui NopoOLIOK, Ge3 BenMKMX
NOPGLLKY MPYAOYOK  Ta  CTOPOHHIX  YacTouok, Mae
XapakTepHUA LMTPYCOBUIN/MEHTONOBNIA 3anax.,

JoBHIWHIA  BumMan  Ta  3anax Bignosinae QnanecUeHTHUI PO3YMH KOBTOrO Keneopy

PO34UHY XapakrepHui LUMTRYCOBUNA/ MEHTOMNOBMIA

: 3anax.

Yac BigHoBneHHs Bignceinae 5e3 BUAUMAX YACTOYOK rlichs 2 XBrUNvH

pH poaunky 36 3,0-4,0

CepegHs maca (1) 4,48 415—-458r

OaHopigHicTe mack Binnosigae [HAMBIAyanbHi Macu He 6inme 2-x cawe
MOXYTb MAaTV BIAXWNEHHA Bin cepeaHbol Maci
Ha 7,5 %, 1a Hi ogHa iHgueinyanbHa maca He
NOBWHHa MaTh BIOXWNEHHS B cepenHbO|
mMach Binble Hix Ha 15 %.

BmicT Bogn (% mim) 0,09 He 6inblie 0,45% mim

Napauetamon (Mr/cawe) 515 475 - 525 mricawe

Mapavetamon (BEPX) Bianoeigae Mae eignosigaTtn eTancHy gna dortopiogHai
Matpuui Ta BEPX

MNapauertamon OpHopigHicTs Bignosinae Ph. Eur, 2.06

AO30BAHNX OANHNUL (MIfcale)

QeHinehpuiy rigpoxnopug | 10,00 9,50 — 10,50 mricale

{mMr/cawe}

PeHinedpuny rinpoxnopup Bianosizae Mae eignosigatu etanoHy ans corenioqnai

(BEPX) Martbuui Ta BEPX

DeHinedpury figpoxnopug | Bignoeinae Ph. Eur. 2.9.6

OaHopigHicTs A030BaHNX

CAVHULE (Mr/cawe)

[ BalheHeauH (Mr/cawe) 199 190 - 210 mr/cate

['saiidheHeaun (BEPX) Bignosinae Mae signosigaTt eTanoHy gnst <hetoniogHo!
Marpuui Ta BEPX

'BandeHeanH OuaHopiaHicTs | Bignosigae Ph.Eur. 296 1

A030BaHMX 0ANHMLb (MI/cawe)

Moonyxri posnany Ans

napaweramony {y % no

BigHOLEHHD A0 napaueramorny)

4-amiHogeHon; 0,0 He Binbwe 0,1 %

HeBK3HaYeRi, KoXHOro: 0,00 He Ginewe 0,10 %

Yeboro: 0,0 He Binbiue 0,5 %

MpogykTm posnany Ansi

cheHinedpuny rigpoxnopuay (y %

10 BIAHOWeHHIo Ao theHinedpury

rigpoxnopusay)

{30xiHONiN-6: 0,0 He Binbwe 0,5 %

|130xiHOmMiH-8: 0,0 He Binblie 0,5 %

HeguanaveHi, koxHoro: 0,00 He Binkwe 0,20 %

YChoro: .0 He Binswe 1,0 %

Mpogykru poanagy Ta Oomilwku

AN rBadigeresndy y (% no

BIQHOLWEHHK 10 realiidereanHy)

Feaskon: 0,0 He Binblue 0,2 %

Fowmiluka B rsaideresnny: 0,2 He binbwe 0,5 %

Hesuanaueni, koxHoro: 6,00 He Binblie 0,20 %

YCbOro (3a BHsTkOM Aomitwku B): | 0,0 He Binbwe 0,5 %

MikpobGioncrivuna yncroTa




JIOro NEPPIFO

3aranbHe yucno aepobHux

Mikpooprakiamis (TAMC) Binnosinas < 10* KYO/r

3aranoHe yucno ARIXKOKOBUX |

nnicHseux rpubis (TYMC) Binnosigae <102 KYO)r

Escherichia coli Bighosinae BiACYTHICTL ¥ 1 1
Hfara BUpoBHuLTRA: 18.03.2024

Hara saxkinyenHs Tepminy npuvaartHocti: 02,2027

Hata sunpofyBaHHs: 26.03.2024

Mianuc meHemkepa 3 koHTpon akoeri  H. lappok Dara: 29.05.2024
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NOro NeEPPIFO

CEPTU®DIKAT AHANI3Y

l_ﬂpo,qyxr: Adbnylpun Mopolliok ans opankHoro pos4vnHy Ne 10 Vkpaina Homep cepii: 4CW01671

Howmep cepii bulk: 4C5971 j

Ii MokaszHuk Pesynbrtatu Bumoru arigHo cneyudikauii
30BHIWHIA  BWrNgg  Ta  sanax Bianosizae Maixe Binuit cunyuuii nopotuok, 6es Benrkix
NOPOLLKY TPYOOMCK  Ta  CTGPOHHIX  YacToyok.  Mae
XaPaKTEPHAR LMTPYCOBWIA/MEHTOMNOBWUIA 3anax,

JoBHIWHIK  BUrIAL Ta sanax Bignosigae OnanecyeHTHUIA po34yH KOBTOrO KONbOopy

[sle= BT IHY XapakrepHui LUMTPYCOBMIA/ MEHTONOBWIA
3anax.

Hac sigHoBneHHs Bignosigae Bes BuanMMKx YacTouok nicns 2 xeunun

pH poaunny 3,6 3,0-40

Cepeghst maca {r) 4,48 4,15 —-458r

OpHopigHicTs Mack Bignosigae IHomMBinyansHi macu He Binewe 2-x cawe
MOXYTb MATW BifXWITeHHs Bi cepeHbOi Macu
Ha 7.5 %, Ta Hi oaHa iHAMBIAYankHa mMaca He
NOBWHHa MaTW BigXWNeHHs Big cepenHLol
MacK Binblue HK Ha 15 %.

Bmict Boay (% mim) 0,11 He Ginblue 0,45% mim

MNapauetamon (mr/cawe) 514 475 - 525 mrfcale

Mapauetamon (BEPX) Bignosigae Mae signosinaTu ETancHy ans potofiogHol
MaTpuLi Ta BEPX

MapaueTtamon Opropigricts | Bignosigae Ph.Eur.2.96

HO30BAHWX ogvHWUUbL (Mr/catle)

PeninedpuHy riapoxnopun | 10,08 8,50 — 10,50 mr/caume

(Mr/cawe)

GeHinegpury rinpoxriopug | Bignosinae Mae eignomigarm eTanoKry Ans QotogioaHol

| (BEPX) mMaTpuLi Ta BEPX

Perinecpuny rigpoxnopua | Bignosigae Ph. Eur. 2.98

OgnHopigHicTs AC30BaHUX

O0AnHWUL (Mr/caie)

MeaicbereanH (mr/cale) 188 190 - 210 mr/cawe

BaiitheHesnH (BEPX) - Bignosigae Mae BignorinaTu eTanoHy Ans goroaiofHol
Marpuui Ta BEPX

 BalichaHesnH OaHopigricTs | Binnosinae Ph. Eur. 2,.9.6

H030BAHWUX oAMHULEL (Mfcawle)

MpoayxkTn poanagy ans

napaueTtamony {y % no

BIIHOWEHHIO f10 napaderamony)

4-amirodeHron; 0,0 He Binkie 0,1 %

HeBusHavueni, xoxHoro: 0,00 He Binbwe 0,10 %

YCboro: 0,0 He Binbwe 0,5 %

MpoaykTy posnany nns

eHinedpuny rigpoxnopugy (y %

N0 BiAHOLIEHHIO Ao heHinedpiny

rigpoxnopuay)

laoxiHonin-6: 0.0 He Binblue 0,5 %

|130xiHONiH-8: 0.0 He 6inblue 0,5 %

HesuaHaueni, koskHoro: 0,00 He Ginbwe 0,20 %

YChoro: 0.0 He binbwe 1,0 %

Mpogykt posnagy Ta gomilskm

Ans  realicdedesndy y (% no

BiAHOWERHID 10 reaigeHesnHy)

Baskon: 0,0 He Binswe 0,2 %

Howiwka B reariereanHy: 0,3 He Binble 0,5 %

HesmaHaveHi, koxHaro: 0,00 He Binbue 0,20 %

Ychoro (3a suHsTkom Qomiurku BY: | 0,0 He Binswe 0,5 %

MikpoBionoriyna uncrota




TNOro rMepPIro

3aransHe YMCNo aepobHux

< 10° KyO/r

=107 KYO/r
BIACYTHICTB Y 1T

o

MikpoopraHiamis (TAMC) Bignosinae
3arancHe 4wncno APBKAKOBUX |
nricHasnx rputis (TYMC) Bignosigae
Escherichia coli Bignoeinae

Hara BupoGHuyTea: 18.03.2024

Hara zakinyeHusn TepmiHy npugatHocTi: 02.2027

Hara sunpobysaHHs: 26.03.2024

Nipnuc medenxepa 3 KOHTpONW sikocTi H. Wappok

HaTa: 29.05.2024




Noro NEPPIMO

CEPTUDIKAT AHANIZY

| Homep cepii: 4CW0161

F&quT: Adpnyl'pun Mopolwok ans opankHoro posunHy Ne 10 Ykpaina

f Homep cepii bulk: 455972

-

l_MiKpOGiOﬂOFi‘-I Ha YMCTOTa

MNokasHuk PezynbTtatn Bumorn srinHo cneundsikauii
30BHIWKIA  BUrNSAL  Ta  3anax Bignoeinae Mainke Binuti cunyuniz nopotuok, 6ea senukrx
NOPOLLIKY MPYACHOK  Ta CTOPOHHIX  yacTo4dok, Mae

X@APAKTEPHMIA LIMTDYCOBWMIA/MEHTONOBMI 3ariax,
30BHIWHIE  BUMSL  Ta  sanax Bignosigae OnanecueHTHWA Po3UnH XOBTOrO Konbopy
PO3HUHY XapakTepHui LMTpycoBWiif MEHTONOBKIA

3anax.,
Yac BiariosneHn Bianosigae Bes BUAMMUX MacTou0K NICNA 2 XBAng
pH poaduHy 3,6 3.0-4,0
Cepegns maca (1) 4,50 415-4,58r
CaHopiaHicts Macu Bignosigae IHAMBIAYanbHI Mack He Binbwe 2-X caile

MOKYTL MaTh BIAXWITEHHN Big cepearbol Mack

Ha 7.5 %, Ta Hi oaHa iHOMBIOYankHa Maca He

MOBWHHA MaTu BIAXWNEHHA Big cepeaHboi

MacK BINbLIe HiX Ha 15 %.

Bmicr Bogu (% m/m) 0,11 He GinbLue 0,45% miv o
lapaueramon (Mr/caL@ 507 475 - 525 mricawe
Mapaueramon {BEPX) Bignoeigae Mae Bignoeinatu eTancHy ans dgoroaiogHol

Marpuyi Ta BEPX
flapaueramon OpnHopighicTs Binnosigae Ph. Eur.2.8.6
£O30BAHNX OAMHULL (Mr/catue)

PeHinedpumy rigpoxnopug | 10,15 9,50 —- 10,50 mr/cawe
(Mrfcawe)
GeHinedpuny rigpoxnopun Bignoginae Mae esignosinatu eTanoHy ana dgotogionHol
(BEPX) MaTpuuli Ta BEPX
GeHinedpuny riapoxnopus | Binnosigae Ph. Eur. 2.9.6
OaHopigHicTs A030BaHMX
0AVHWUL (MIfcaiue)
| T BandgeHesny (Mricawe) 197 190 - 210 mr/cawe
I'Bafidrenesun (BEPX) Binnosigae Mae eignosigaTtn eTanoHy ons QotonionHol

Matpuui Ta BEPX
i BalicheHesnH OpHopiagHicTe Bianoeigae Ph. Eur. 2.9.8
H030BaHMX 0AVHYKLL (Mr/calle)

Mpoaykrn poanagy ans

napaueTamony {y % o

BiAHOWeEHHIO 0o napauertamony)

4-amiHodheHon: 0,0 He Bineliie 0,1 %
HeBU3HaYeHi, KoXxHoro: 0,00 He Binbwe 0,10 %
Yeboro; 0,0 He Binbwe 0,5 %
Mpogykria posnany ans

theninedpuny Fiapoxnopuay (y %

N BigHOWeHHID oo theHinetpuHy

riapoxnopuay)

[3oxiHONiH-6; 0,0 He binbuwe 0,5 %
I30xiHONIH-8: ¢,0 He Binbwe 0,5 %
HeBU3HaYeHI, KoXHOro: 0,00 He Binbwe 0,20 %
Yeworo: 0.0 He &inbwe 1,0 %
MpogykTa poanagy Ta AomilLKu

Angs reaiideHesMHy y (% no

BiAHOWEHHIo Ao reaiheHesnHy)

I"saskon: 0,0 He Binbure 0,2 %
Howmiwka B reaiicheresnHy: 0,2 ke Binbwe 0,5 %
HeBunaHayeHi, koxHoro: 0,00 He Ginbuwie 0,20 %
Yckoro (3a BUHRTKOM Homiwkn 8): 1 0,0 He Binbwe 0,5 %




JIOrO MEPPITO

JaraneHe YMeno aepobHux

Mikpooprariamis (TAMC) Bianosinae =10° KYOQ/r

3aransHe uwncno APPKKOBMX

nnicHsBKx rpubis (TYMC) Bianosinae < 10% KYO/r

Escherichia coli Bianosinae BigCyTHICT Y 1T
fAata supobuuyTea: 18.03.2024

Harta 3akiHuenns TepmiHy npugatHocTi: 02.2027

Bata Bunpobysanns: 26.03.2024

Nianuc menepxepa 3 KOHTponk akccri H. Wappok

Hara: 29.05.2024
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AEPIKABHA CHYKBA 3 JIIKAPCHKUX 3ACOKIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y m. KUCBI

npos. Haaii Ceivanwioi, 3, 02099, ren, (044) 205-26-85
E-mail: dls.kyivi@dls.gov.ua. Koa CHIPHIOY 37079055

BMCHOBOK
PO SIKICTHL BBE3CHOTO B Yrpaiuy aikapenkoiro 3acofy

15.07.2024 Ne 35936/24/26

ADBIYTPUIL

LBy A EERPCBEOIO Jacody i 3 peeeTpinditss gocei tiim
HOPONIOK AJISL 0P aNBLHOTO Po3unHy; vo 10 came s Kaproniiii kopooui

(hopMat BHNYCRY, Ay ra . B VAEMBABIS TRAPCLEOND Tacofy)

Homep pecerpauifinore nocainacnns UA/19738/01/01 CTPOK AT pecerpauiiinore nocsianenus 10.11.2027

Cepin nikapenkoro 3acoby Ne 4CWO161 Kiaekicn, ssesenoro gikapeskoro sacoly 63540
Bupofisuk Padyron Jiaboparopis Jlimiven. Benixa Bpuranis

(nafisicny santist supodinKa ATKOPULRDTO 32000y, Kpating HOXOTHCIT A )

Beeseno 5 Ykpainy Tosapucrso 3 obmekenoro Binosiaasuictio "NEPPINQ
YKPATHA", inenr. con: 37063312
(Fiisiens sanny Ta kot CJIHOY PR OENOT eColin alo npime. i, to 0urhkos] Bl
OCOlH ~ HEPHCMER, T Micie Nposcgars ra peecrpaniiiiogt nosep od:ikonai KQPTRH VR HR)
LUK ado copis ta HOMCP Lacnopria)

MpoTokon wisyannnore kontpomo nin 15,.07.2024 Ne 2400/2.

34 pesynwraramu AEPIKEBHOTO  KOHTPONIQ  BCTAHOBACHO. 1O nikapeskili sacid ssowenoe i Yepahie

AOTPDHMA RV Rumor 3AKOHOMABCTBA 1WOA0 3a6e3neyel g RKOCT Jlika
‘f;f%__cm;su? i”cs 3

KX 3ac00ia.

VS
Ha / ;;T;,_;TY/K Mucona XOJOJ KO
(likeida o “wiame T (iniaan v i)
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