AEPKABHA CIIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKII OBJIACTI

npos. Ceitinunoi Hanit, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €[IPIIOY 37078774

BUCHOBOK
Npo AKiCTL BBe3eHOTo B YKpaiHy JikapchKoro 3acody

10.06.2024 Ne 28563/24/10

PAMI CAH103®

(HafiMeHyBaHHA NiKapCHKOTO 3ac08y 3riAHO 3 PEECTPALIIHHM TTOCBIIYEHHAM)
Ta01eTKH 110 5 mr; o 10 Tabaerok y Gaicrepi; mo 3 GuicTepu B kapToHHiil Kopo6ui
((popma BHITYCKy, HO3YBAHHSA, BHJL TAKYBaHHs JTiKapCHKOTO 3ac06y)

Howmep peectpauiiiroro noceinuenns UA/11299/01/02 crpox aii peectpauiittoro nocsizuenss 01.01.2099
Cepis nikapcrxoro 3acoby Ne NS6154 KinpkicTk BBesenoro mikaperkoro 3acoby 25920

BupobHHK Jek C. A., [Tonsma
(HaitMeHyBaHHT BHPOOHHKA NikapCEKOTO 3ac00y, Kpaila MOX0/KeHHS)

Beesero B Vkpainy Tosapucrro 3 o6mekenoro BignosiansricTio "Canos Ykpaina",
inenr. kon: 38419586

(naiiMenyBanus Ta ko 32 €JIPIIOY topumraroi ocobu abo mpissuiie, iM's, o GaTbKOBi disHUHOT
ocobH - miampuemiL, ii Micie NPOXUBAHHS Ta peccTpaLiitauii HoMep 06TiKOBOT KapTKH [IaTHHKA
HoJaTKiB abo cepis Ta HOMep MacmopTa)

Iporoxoa BisyaasHoro xkonrposio six 10.06.2024 Ne 1620/1.

3a  pesyneTaTaMH IepKaBHOTO KOHTPONIO BCTAHOBJIGHO, WO JHKAPCHKHA 3acib BBeseHo B Vkpainy 3

AOTPHMAHHSAM BHMOr 3aKOHOABCTBA LIOAO 3a0€3MEUEHHS AKOCTI TiKapChKHX 3acoBiB.

3 ‘TAP KA &
0
s Hrpo%

\:‘U'“W

3
BlKTop CTECDKIBC bKI”II/I

HTPOIO) & (manney (mam‘um Ta upummu.)

D¢ wcee s~ 29/

I C P uo[



®opma: Ceprudikar cepii M3
s A N D o Z Bepcin: 44094772.101116-1225.1 BupgaHo:

NEK C.A., Monblua

CEPTU®DIKAT BIANOBIAHOCTI CEPII

"TOmea Ha3Ba NikapcbKoro 3acooy:
' PAMI CAHA03®

| Peectpauiiiie nocBiguerHs: Aptukyn 113 Ne: :
UA/11299/01/02 44094772 YkpaiHa

| Cuna gilfAKTYBHI pevyoBUHM:

Paminpuny 5 mr

NMikapcbka thopma: T _ 7

Ta6bnetku no 5 mr

Tun Ta po2mip ynakoBku:

__Bunyiiena kinskictb (yn):
NS6154 25920

MpuaatHuit fo:
12/2025

Bunyck cepii:
JNlek C.A.

Byn. flomaHieBcbka 50 C, Bapwaga, 02-672, NonbLwa

|

Cropinka 134




®opma: Ceprudikar cepii M3
s A N D 0 Z Bepcin: 44094772.101116-1225.1 Bupann:

JIEK C.A., MonsLua

| Bupo6Huk «in bulk» npoayt 7 _
TNek C.A. 95-010 Ctpukos, Byn. Noaninie, 16, MNonbLwa

| MepBuHHe NaKyBaHHA: An _ :
- Jlek C.A. Byn. lomMaHieBckka 50 C, Bapwaga, 02-672, MNonbwa

BTopuHHe nakyBaHHA:

Nek C.A. Byn. lomaHieBckka 50 C, Bapwaga, 02-672, NMonbwa

KomeHTapi:
* B npoueci BupobHuLTBa Ta nakyBaHHsA He Byno BiaXuneHs, ski MOXyTb
l/ BNUHYTU Ha BUNYCK NMPOAYKTY.

B npoueci BupoBHuUuTBa Ta nakyBaHHA Byno 3adikcoBaHo HacTynHi
BUOXWUIMEHHS, AUB. HWKYe (peecTpauiiHuin HoMep BigXUNeHHs B
- eJIeKTPOHHIN cucTemi obniky):
 Bigxunenns Ne (GX_QEM): ... o -

| MonoxkeHHs npo ceptudikauito:

- Uum nigTeepaxkyto [OCTOBIPHICT Ta TOWHICTL BULeHaBeaeHoi iHopmMauii. Lis cepis nikapcskoro sacoby 6yna
- BUrOTOBNEHa, BKITIOYHO 3 YNakoBKOK/MapKyBaHHSAM Ta KOHTPOMEM SKOCTI Ha BULLEHABEAEHUX BUPOBHUUMX AinbHULAX
| Y NoBHit BiANoBiAHOCTI 40 BUMOr GMP MiCLIEBUX perynsTOpHUX OpraHis, a Takox [0 cneuudikauii PeecTpauiiiHoro
- Hocbe kpaitu iMnopTepa abo daiiny cneuudikauii 4OCimKyBaHOTO NIKAPCHKOrO 3acoby. [aHi Nnpo BUroTOBREHHS,

ynaKosky Ta aHaniau cepii 6yno nepeBlpeHo Ta I'II,E[TBEp,q)KEHO X BIJJ,I'IOBIJ:\HICTI: CTaH,u,apTaM GMP '1

~_ Tuin Bunycky: j : , Hdara sunycky cepi’ff :
CepTtudikauia Cepii 17.05.2024

Bunyck cepil 3aTBepAKEHO:

YnoBHoBaxeHa ocoba Justyna Bialik

/EnekmporHull nidnuc/  17.05.2024 09:02:14 +02'00"

Cropluka 2 3 4




SANDOZ

®opma: CeptudikaT cepii M3
Bepcin: 44094772.101116-1225.1

BupaHo:

REK C.A., MonbLya

CEPTU®DIKAT AHANI3Y

Nikapcbkui 3aci6:

PAMI CAHOO3®, TabneTku no 5 mr

~ No-cepii Ha yn.:

&l Aptukyn in bulk Ne:

Cepisiin bulk Ne: | [lata BupoBHuuTaEa:

- MNpuaatHui go: 1

NS6154 42031958 NM7006 14.01.2024 12/2025
" Pes
30BHILWHIWA BUrNAg - CBiTNo-poXeBOro Konbopy, 3nerka NNsMUCT Bianoginae
: : KancynonofibHi, 3 puckoto Ha OfHil CTOPOHI
OiameTp’
HoexuHa (only setup*) - 15,0 + 0,2 MM (15,0 — 15,2 MM) 15,0 MM
LLUupwuHa (only setup*) - 6,5 + 0,2 MM (6,5 — 6,7 Mm) 6,6 MM
laeHTudikauin: - BEPX OcHoBHMUIA Nik BigNOBiAae cTaHAapTy no Yacy Bi,qnoainae
Paminpun YTPUMaHHA
lpeHTUikauin: TWX OcHoBHa nnaMa BiAnoBsigae craHgapTy no Bianosigae
Paminpun 3HaveHHio Rf
PosnapgaHHsA - < 15 XBUIUH 1 ‘xB
CTupaHH=A - <1% 0,0 %
Brparta Macu npu - <35% 11 %
BUCYLLYBaHHI
pH - 2,5-4,5 3,2
laeHTUdiKaLis: Konkoposa MosuTUBHa KoNbopoBa peakLis Bignosigae
Baniaa okcup peakuis
OaHopigHicTL Macu €pp.®.. 18 3 20 cep. sinxuneHHs + 5% Bignosinae
20 3 20 cep. BiaxuneHHa = 10% Bignoeigae
CepepaHs maca 360,0 Mr £ 2,0 % 363,2 Mr
KinbkicHe BU3Ha4YeHHs - 95,0 — 105,0 % 101,0 %
OpHopifHIcTL BMicTY  E€sp.o. 85,0 — 115,0 % Bia 3ansneHoro BMICTy 100,2 %
pamMinpuny

CropiHka 3a 4
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: ®opma: CepTtuddikar cepii M3
A N D o 2 Bepcin: 44094772.101116-1225.1 BugaHo:

NEK C.A., MonbLia

Nikapcbkui 3aci6:
| PAMI_ CAHOO3®, TabneTku no 5 mr
| Ne cepii Ha yi.;

B

Aptu yn in bulk N Cepia in bulk Ne: ' fara Bupoﬁ’uuuma:” MpugartHuia go:
NS6154 42031958  NM7006  14.01.2024  12/2025

CynyTHi goMmiluKK

KeanicikoBaHi, ineHTUdikoBaHi

- AoMiluka A BEPX <05% o < 0,05 | %
- foMituka B - 'BEPX <05% < 0,05 %
- nomiuka C BEPX <0,5% < 0,05
- Aomiwka D _ BEPX <0,5% < 0,05 %
- noMmiwka E ~ BEPX <0,5% < 005 - %-

HexpanidikoBaHi, HeideHTUDiKoBaHi

- iHOMBIAYanLHI BEPX <0,2% < 0,05 %
Beboro BEPX <1,0% < 0,05 %
PosuuHeHHs R s - ¢ : 275 % (Q) 3a 30 xBUnuH o Ce ~1061 - | %

MikpoGionoriyHa uncrora?

3aranbHa KinbKicTb XUTTE3AATHUX aepoBHUX MIKpOOPraHismis

- bakrepii (TAMC) - < 1000 KYO/r -/- KYOIr
- rpubun (TYMC) - <100 KYO/r -l Kyoir
Escherichia coli - He BU3HaYaeTbeaAy 11 -l-

Enterobacteria® - <100 KYOIr -I- Kyoir
Salmonella® - He suaHavaeTbcA y 10 T -

Mpumitku:

* - [loBXUHY Ta WMPUHY KOHTPOMIOKTL TiNLKKM B NpoLeci HanawTysaHHA o6naaHaHHsA (only setup)

1~ PeaynbTaTh oTpUMaHi NpM KoHTponi B npoLeci BUpo6HULTBa

2 — He pyTuHHU# TecT (Nepwi 3 Bupobneri cepii, noTiM KoxHa 10-a cepis a6o pas Ha pik 3anexHo Bif Toro, Wo paHiwe)
3 - Enterobacteria TinbKW SIKWO NPOBOAMTLCA TECTYBAHHSA

4 - Salmonella Tinbku AKWO NPOBOANTLCA TECTYBaHHA

apeplieHo: - Tectysanus BKS aaTeepkeHo: .
17.05.2024

Justyna Bialik

. /EnexkmponHuli nidnuc/  17.05.2024 09:00:42 +02'00'
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