@®opma: Ceprudikar cepii N3
s A N D Z Bepcin: 44094771.101116-12251 Bupaxo:

CEPTU®DIKAT BIOMNOBIAHOCTI CEPII

ToproBd Ha3Ba NiKapPcbLKOro 3acoby:

i PAMI CAHOO3®

1

_______ - ApTukyn T3 Ne:
UA/11298/01/01 | 44094771

Kpaisa npusHaueHHs:

YKpaiHa

Paminpuny 2.5 mr

NixapcbKa dopma:

Tabnetku no 2.5 mr

Tin Ta PO3MIp yNakoBKu:

no 10 Tabnetok y 6nictepi; no 3 bnicrepn B KAPTOHHI It KOpOGU

Ne cepii Ha ynakoBuj: - Ne ¢epii BupoGHMKa:

PB9025 | PB9025

. BunyueHa KinbKicTb {yn):
4218

Nara BupoGHuuyrea: -~ o Tpuparuuil go:
06.09.2024 ‘ 08/2026

Bunyck cepii:

TNek C.A. Byn. flomaHieBcbka 50 C, Bapuasa, 02-672, Monbuwa

Bupo6uxuya niuensia Ne: | 064/0095/15

%v&;a iv//,%"ef 601 [FOL 40 N

CropiHka13 4




®opma: Ceprudikar cepil M3
S A N D o Z Bepcin: 44094771.101116-1225.1 Bugauo:

NEK C.A., MonbLya

Bupo6Huk «in bulk» npoaykry:  Aapeca:
r Nex C.A.

95-010 Ctpukee, Byn. Mogninie, 16, Monewwa

~-Anpeca:

- Nex C.A. Byn. QomaHieBcbxa 50 C, Bapwagea, 02-672, Monkwa

: Jlek C.A, Byn. BomaHiescbKka 50 C, Bapwagsa, 02-672, Monbwa

B npouieci BupobHuLTEa Ta nakysaHHs He GYNo BiOXUNEHs, ki MOXYTb
BMNWHYTY HA BUNYCK NPOAYKTY.

B npoueci BupobHuUTBa Ta nakyBaHHs Gyno sagikcosaHo HacTyNHi
V BUAXWITEHHSA, OWB. HWXKYe (peccTpauifHii HOMEpP BIOXUNEHHS B
....... eneKkTPOHHIA cucTemi obniky):

 Bipxunenna Ne (GX_QEM): DEV-108956

TlonoxeHHs npo ceprudikatito:

LiuM rigTeepaiyo AOCTOBIPHICTL Ta TOUMICTh BULLEHaBEAEHOT iHchopmauii. s cepis nikapcbkoro aaco6y Byna
BATOTOBNEHA, BKITOYHO § YNAKOBKOI/MAPKYBaHHSIM Ta KOHTPONEM SKOCTI Ha BULEHABEAEHUX BMPOGHUUMUX [iNbHALAX
Yy MOBHii BifnoBIgHOCTI A0 BUMOT GMP MICLIeBUX perynaTopHux opraHis, a Takox Ao cneumdikauii PeecTpauiitHoro
Hocbe kpainn iMnopTepa a6o aviny cneumdikauii AOCTIAMYBAHOTO nikapcbkoro 3acoby. [JaHi Npo BUrOTOBNEHHS,
YMaKkoBKy Ta aHaniau cepli 6yno nepesipeHo Ta NiATEEPAXEHO TX BIANOBIAHICTL ctaHgaptam GMP,

Tun Bunycky:

B " : - Hara sBunycky cepii:
Ceptudpikauisa Cepii 23.10.2024

Bunyck cepii 3aTrBepaxeHo: -

YnoBHoBaxeHa ocoba Artur Krajewski

/Enekmponyudd nidnuc/  23.10.2024  09:10:17 +02'00"

CropiHKka 23 4




SANDOZ

@opma: Ceptudixar cepil M3
Bepcin: 44094771.101116-12251

CEPTU®IKAT AHAJI3Y

Buaaxo:
JIEK G.A., Monbwa

[likapcbkui 3acio;

"Ne cepifHayn.:

PB2025 ’

‘ PAMI CAHOO3®, TabneTkn no 2.5 mr
| . Aptukyn in bulk Ne:

Cepisi in bilk Ne:

Oara BupoGHUuTBA:

. MpuaaTHuit go:

3oBHiwHiIA BUrNAA

Diamertp!
Josxuna {only setup*)

LLnpuHa (only setup*)

loenTudikayin:
Paminpvn

loenTudikauin:
Paminpun

Po3napadHa
CTupaHus

BrpaTa macu npu
BUCYWYBaHHI

pH

laerTudchikauis:
Baniaa oxkeng

OpHopigHicTb Macu

KinbxicHe BnaHayeHHsA

QaHopigHicTe BMICTY
paminpuny

42031957 PB6111 r 06.09.2024 08/2026
" BAMOIM Pe3ynbTar
- CBITNO-XOBTOTO  KOMbOPY, 3Nerka nAAMWCTI Bianoeigae
kancynonoAiGHi, 3 pUCKOH Ha oAHIl CTOPOHI
- 15,0 +0,2 mm (15,0 = 15,2 mm) 15,0 MM
- 8,5+ 0,2 MM (6,5 — 6,7 MM) 6,6 MM
BEPX OcHoeBHWA NiK BiANOBIAAE CTAHAAPTY NO Yacy Binnosigae
YTPUMAaHHA
TWX OcHogHa nnama signosigae craHgapTy no Binnoeigae
aHavekHK Rf
- = 15 XaunuH 1 XB
- £1% 0,3 %
. <3,5% 1.4 %
- 25-45 3,0
Konsoposa loswuTkBHA KONLOPOBA pPeaKLIA Bianosigae
peakuis
€ep.O.. 18 3 20 cep. piaxuneHns + 5% Bignosigae
20 3 20 cep. Biaxunenus £ 10% Bianogsinae
CepegHAa maca 3600 Mr+ 2,0 % 359,5 Mr
- 95,0 - 105,0 % 100,5 %
Eep.®. 85.0 — 115,0 % Big 2a8BNEHOrO BMICTY 100,5 %

CropiHka 33 4




Wopma; Ceptudikat cepil N3
A N D o Z Bepcin: 44094771.101116-1225.1 Bupauo:

NEK C.A., MNonbwa

Nikapcbkniz 3aci6; : e : - . A : " _

’ PAMI CAHJII,03® Tabnetku no 2.5 mMr |

| Cepisi in bulk Ne;
PB6111

|- flata BupoGHuuTBa:: | NpuaarHui go:
|
06.09.2024 |  08/2026

 Bumoru ‘| * PesyneTar

CynyTHi gomiwku

KeanichikosaHi, ineHTndikosaHi

~ QOoMiluka A BEPX <0,5% < 0,05 %
- JOMiWwKa B BEPX =0,5% < 0,05 %
- Aomiwka C BEPX 20,5% < 0,05 %
- pomiwka D BEPX =05% < 0,05 %
- fomiwka E BEPX 50,5 % < 0,05 %

HeksaniikosaHi, HeigeHTMdiKoBaHI

- iHAMBIAYanbH BEPX <02% < 0,05 %
Beworo BEPX £1,.0% < 0,05 %
PoaunHeHHA - 275 % (Q) aa 30 xBunuH 99,8 %

MikpoGionoriyHa unctoTa?

3aranbHa KinbKiCTb XUTTE3AATHUX aepPOBHUX MIKPOOPraHiaMis

- BakTepil (TAMC) - = 1000 KYOIr -f- KyOIr
- rpubu (TYMC) - <100 KYOfr -I- KYO/r
Escherichia coli - He BU3HAYAETBCS v 1 1 -

Enterobacteria® - < 100 KYOIr - Kyoir
Salmonellat - He BUaHauaeThea y 10 1 “f-

MpumiTen:

* - HOBXMWHY Ta WIMPUHY KOHTPONIOOTL TINLKU B Npoueci HanawTysanHa obnagraHuA (only setup)
— Pe3ynkTaTu 0TpUMaHi npu KoHTponi B npoueci BUPoBHULTEA
~ He pyTuHHuiA TecT (nepwi 3 Bupobnewl cepil, noTim koxwa 10-a cepif abo pas Ha pik 3anexHo Bif Toro, wWo patiwe)
- Enterobacteria Tinekn Akulo nposogMTLCA TecTyBaHHA
4. Salmonella Tinbku AKHLO TIPOBOAUTLCH TECTYBAHHA

TectyBaHhsn BKSl aasepuieno: Tectysanun BKA 3atBepaKeHo:

Artur Krajewski

| 23.10.2024

/Enexkmpornuti nidnuc/  23.10.2024 09:05:29 +02'00"

Cigitally signad by Fadochunka Tatana

Fedochenko : St
CropiHka 434 Tetiana Rebis S ost QB

Date: 2024.71.11 11.06:57 +02'00°
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JEPKABHA CIIYKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIU OBJIACTI

npoe. Ceitmuauno! Haxif, 3, M.Kuie, 02099, ten/dakc: (044) 363-06-30
E-mail: dis.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Ipo AKICTH BBE3€HOT0 B YKpalHy Jikapcbkoro 3acofy

21.11.2024 Ne 59889/24/10

PAMI CAHIO3®

(nabiMeHyBaHHs NIKAPCHKOro 3ac0Gy 3TiAHO 3 PeeECTPaLifHM HOCBHAYEHHAM)
Tabsierkn no 2,5 mr; no 10 Ta6aerox y Guicrepi; no 3 Guicrepu B KapTouHiil KopoOIi

{dopma BuTycKy, 103yBaHIA, BUA NAKYBAHHT TIKAPCHKOrO 3acofy)
Homep peectpanifinoro noceinuenns UA/11299/01/01 crpox aii peccrpauiiikoro nocsimsenns 01.01.2099
Cepin nikapeekoro aace6y Ne PB9025 KinbxicTs BRE3€HOTO Nikapebkaro 3acoby 4218

Brpo6RuUK Jlex C. A., TTonsma

{nalimenyranng BHpOSHMKA TIKAPCHKOTO 3ac00y, KpaiHa MOXOMKEHHS)

Breseno B Yipainy Tosapucrso 3 o6mexenoro Bixnoeinansuicrio "Canmos Yipaina',
izent. koa: 38419586
(Haitmenypanusg 12 koa 2a €APIIOY roprguusol 0cofH aGo Ipi3BMILE, iM'R, ITO GATHKOBI dizuunoid

0cobu - nianpuemi, i Micue npokHBaHHA Ta peccTpaLiiHmit HOMEp 0BIIKOBOT KADTKY TIATHHKA
nogatkip aGo cepis Ta HoMep nacropTa)

[potoxoa BisyaneHoro kourpomw sig 15.11.2024 N 3576/4.

3a pesyibTaTaMM  JIepAKABHOTO  KOHTPONI BCTAHOBIEHO, LU0 mikapcekuit  3acif  BBezeHo B Ykpainy 3

AOTPHMAHHAM BuMOr 3aKOHOAABCTEA WOAO 3abe3neYeHHE TKOCTI JliKapchKHX 3ac00i1B.
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