SANDO

Ne: 0204241225

OdropmneHo:

Nek dapmalleBTUUHa KOMMaHia A.4.
Beposlukosa 57

1526 MobnsiHa

CnoseHis

Ten.; +386 1 5802111

dakc.: +386 1 5683517

www.lek.si

liueHais Ha BUpOBHULTBO:
800-16/2023-6

CepTudikat BignosigHOCTI

HasBa matepiany:
ToprigensHa Ha3Ba:
Cuna gii/akTuBHicTb:
INikapcbka dopmMa:
Tun ynakoBku:
Po3mip ynakoBku:

Ne Marepiany:
BHyTpiwHii Ne cepii:
DaTa BupobHuuTBa:
TepmiH npuaatTHocTi:

Bupo6Huua ginsHuus:

HinbHUUs BUNYCKY:

TecTyBaHHA cepii:

NIHEKC BEBI 8MJ1 11411 YA
NIHEKC® Jursavi kpanni 3 gitamiHom [
10 mkr + 1000000000 KYO
CYCIEH3IA Y ®OPMI KPATENDb
OAAKOH

1WT x 8 MN

44103338

NR5659

01-NNC-2023

30-1TINC-2025

BIOGAPMA CPJ1

BIA KACTENIEPE 2

33036 MEPETO [ TOMBA
ITanis

NEK ®PAPMALEEBTUYHA KOMIAHIA 0.1,

BeposlukoBa 57
1526 NNIOBJTAHA
CrnoBeHis

XP. XAHCEH A/C
COP PIHTBEW 22
4000 POCKINABE
HaHist

Tun BUNYCKY: BUMYCK CEPII
Ne cepii Ha ynak.: 6873

[aTta Bunycky: 02-KBI-2024
KinbkicTb: 12765 YTl

Homep niueHsii: 800-16/2023-6

KomnoHeHTH:

Haszsa marepiany:
Ne Marepiasny:

Bupo6Huua AinbHULSA:

Ne cepil BUpoGHUKa:

BIGIAOBA+KONEKANC JIAN CI03 TE

42033337 MpopykT in bulk
BIO®APMA CPJ1

BIA KACTENIEPE 2

33036 MEPETO [l TOMBA

ITanis
6873

Ne cepii: NM7532

MonoxeHHs npo cepTudikauil

LIUM niaTBepaXyto, WO BCi eTanu BupobH1LTBa AaHOT cepii roToBOro NMiKapCcbKoro 3acoby BUKOHAHI NOBHI
BignosigHocTi 3 Bumoramu GMP €C.
MpofykT 6eanedHnia Ana noavHu.

KomenTap ao ceptudikary:

B npolieci BUpoBHULTBA | NaKyBaHHA He BUSBIEHO BIAXUNEHb, WO 30atHi BNAIMHYTU Ha BUMNYCK NPOAYKTY.

Cropinka: 1/2

*3aBipeHO ENEeKTROHHUM MiANUCOM BiANOBIAHO [0 CTAHAAPTIB ENEKTPOHHUX NiANUCIB CaHpos
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OdcbopmneHo:

Nek dapmMaierTMYHa KOMNaHis 4.4,
BeposLukosa 57

1526 MobnsiHa

CnogeeHist

Ten.: +386 1 5802111

daxc.: +386 1 5683517

www.lek.si

MiyeHai 6 :
Ne: 0204241225 86%?:‘%'/’;323%"0 HULTBO

SANDO

CepTuddikat BignosigHoOCTI

Hasea martepiany: NIHEKC BEBI 8MN 1141 YA

TopriBenbHa Ha3Ba: NIHEKC® OuTadi kpanni 3 BitamiHoM [

Ne MaTepiany: 44103338 BHyTpiwHin Ne cepii:  NR5659
Bunyck cepii / CepTudikauin BukoHaHa Ziva Valencic, YnosHosaxeHa ocoba
Bunyck cepii / CepTudikauis lara/Mac 02-KBI1-2024 / 10:24:05 BKY
Hara/Mac ochopmneHHA cepTudikarty 02-KBI-2024 / 10:25:32 BKY

CropiHka: 2/2 *3aBipeHO eneKTPOHHUM NIANUCOM BIATOBIAHO A0 CTaHAAPTIB eNeKTPOHHUX nignucis CaHnos




zmzamm%{émé & health

Probio-Tec® BB-12® Drops-20IF VitV1

CepTtudikat AHaniay

dopma: Macno
Kop npoaykry: 712189 Cepis: 6873
DaTa BupobHuuTBa: 11/2023 TepmiH npuaaTHocCTi: 11/2025

BukoHaHHs MocunaHHsa Ha PezyneTat Cneuudpikayin
MeToq
Bcworo 6akTepiit (KYO/T) HHN-QAM-085 4,4E +10 22,0E+10
BiTgMiH D3 (MKr/r) dapm. CLUA 34/ NF 43 40 - 61
29
MikpobGionoriuHa MocunaHHa Ha PesynbTar Cneuudpikayis
Yucrora MeToA
Bacillus cereus (KYO/r) SO 7932 <10 <100
(3i amiHamu)
Cronobacter spp.(E.sakazakii) I1SO 22964 BigcyTHiit /10x10 1 BigcyTHiit /10x10 1

Enterobacteriaceae

Listeria monocytogenes

Salmonella

S.aureus (KYOIT)

BararibHe YUCo aepobHUX
mikpooprariamis (KYO/r)
3arasibHe YUCIOo OPIKAKOBUX i
nniceHesux rpubis (KYO/r)

®iznyHi nokasHUKK
BiayansHuit KOHTpOIb
roMoreHHol cycrneHsii

(3i amiHamu)

1SO 21528
(3i aminamu)

ISO 11290-1
(3i 3miHamu)

1SO 6579
(3i aminamu)

€ep. ®. 2.6.13
(3i amiHamu)
€ep. ©. 2.6.12
(3i aminamu)
€ep. ®. 2.6.12
(3i amiHamu)

MocunaHHsA Ha

mMmeron
HHN-QAmM-806

[aTa nepwoi asTopusauii: 28/11IMC/2023

BigcyTHitt /10x10 1

BigcyThiti /10x25 r

BigcyTHiit /10x10 1

<10
<250

<5

PesynwTar

YacTku Ginoro abo ceitno-
BexeBoro KoNbLOPY 8 Macr
CBITNO-XOBTOroO KOJIbOPY

BigcyTHilt /10x10 1

BincyThiih /10x25 1

BigcyTHin /10x10 ¢

<2000

<100

Cneuudpikauis

YacTku 6inoro abo csitno-
BexeBoro Konbopy B Macni
CBITNO-XOBTOrO KOJIbOPY

EnekTpoHHO MianucaHo Ta saTeepgkeHo: Sara Sabina Juul Rasmussen 28/NNC/2023

Bepcis: 23/KOB/2023

Digitally sigrind by Fadachenko Tetiana
DN: de=com, de=novatlis, ou=peoplo,
ou=GX. serialNymber=2116815,

CtopiHka: 1/1 www.chr-hansen.com

Fedochenko
. cnaFard nka Totiann.
Tetiana SRR
OdbopmneHo: Xp.Xatcen A/C — DxepHxonmer 1-27 - 2650 Xsigospe - QaHisa




Ref: 0204241225

SANDOZ

Issued by:

Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubliana

Slovenia

Tel: +386 1 5802111
Fax: +386 1 5683517
www.lek.si
Manufacturing License:
800-16/2023-6

Certificate of Conformity

Material Name:
Trade Name:
Strength/Potency:
Dosage Form:
Package Type:
Package Size:
Material No.:
Internal Ref.:

Date of Manufacturing:

Expiry Date:
Manufacturing site

Releasing Site :

LINEX BABIES 8ML 1LDP UA

LINEX® DROPS FOR BABIES WITH VITAMIN D/ JIHEKC® AATAYI KPAMII 3 BITAMIHOM [

10 pg + 1000000000 CFU
LIQUID AS DROPS
BOTTLE

1PCx8ML

44103338

NR5659

01-NOV-2023
30-NOV-2025

BIOFARMA SRL
VIA CASTELLIERE 2
33036 MERETO DI TOMBA

italy

LEK PHARMACEUTICALS D.D.

Verovskova ulica 57
1526 LJUBLJANA
Slovenia

Release Type: BATCH RELEASE
Batch No Printed: 6873
Release date: 02-APR-2024

Released Quantity: 12765 PC

License number;  800-16/2023-6

Testing site: CHR HANSEN A/S
SDR RINGVEJ 22
4000 ROSKILDE
Denmark
Components:

Material Name:
Material No.:
Manufacturing site

Manufacturer batch:

BIFIDOBA+COLECALC LDP SI03 GE

42033337 Bulk Product

BIOFARMA SRL

VIA CASTELLIERE 2
33036 MERETO DI TOMBA
ltaly

6873

Batch No.: NM7532

Certification Statement

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU.
This product is safe for human use.

Certificate comment:

During the course of manufacturing there were no deviations that may influence the release of the product.

Page: 1/2

*Electronically signed according to Sandoz electronic signature standards




Issued by:
s A N D Lek Pharmaceuticals d.d.

Verovskova 57

1626 Ljubljana
Slovenia

Tel: +386 1 5802111
Fax: +386 1 5683517
www.lek.si
Manufacturing License:
800-16/2023-6

Ref: 0204241225

Certificate of Conformity

Material Name: LINEX BABIES 8ML 1LDP UA
Trade Name: LINEX® DROPS FOR BABIES WITH VITAMIN D/ JIHEKC® JUTAYI KPAMNI 3 BITAMIHOM 1
Material No.: 44103338 Internal Ref.: NR5659

Batch Release / Certification performed by: Ziva Valencic, QP

Batch Release / Certification Date/Time: 02-APR-2024 / 10:24:05 UTC

Certificate Creation Date/Time: 02-APR-2024 / 10:25:32 UTC

Page: 2/2 *Electronically signed according to Sandoz electronic signature standards
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Probio-Tec® BB-12®Drops-20IF VitV1

Certificate of Analysis

Farm: ol
Material No: 712189 Batch no: 6873
Date of Manufacture 11/2023 Expiry date: 1172075
Performance Method Ref. Result Specification
Total cell count (cfu/g) HHN-QAM-065 4,4E+10 >=2 0E+10
Vitamin D3 (ug/g) USP 34/NF 29 43 40 - 61
Microbiological purity method Ref. Result Specification
Bacillus cereus {cfu/g) 150 7932 (modified) <10 <100
Cronobacter spp. (E. sakazakii) IS0 22964 (modified) Absent/10x10 g Absent/10x10 ¢
Enterobacteriaceae IS0 21528 (modified) Absent/10x10 g Absent/10x10 g
Listeria monocytogenes 1SO 11290-1 {modified) Absent/10x25 ¢ Absent/10x25 g
Salmonella IS0 6579 (modified) Absent/10x10 g Absent/10x10 ¢
S. aureus (cfu/g) ph. Eur. 2.6.13 <10 <10
{modified)
Total aerobic microbial count (cfu/g) Ph. Eur. 2.6.12 <250 <=2000
{modified)
Total yeasts and moulds count {cfu/g) Ph. Eur. 2.6.12 <5 <=100
(modified)
Physical properties Method Ref. Result Specification
Visual control of homogeneous suspension HHN-QAmM-806 White to light beige White to light beige

particles in light yeltow oil particles in light yellow oil

Date First Authorized: 28/N0V/2023

Electronically signed and approved by: Sara Sabina Juul Rasmussen  28/NOV/2023

Page: 1/1 www. chr-hansen.com Version: 23/0CT/2023

jssued by: Chr, Hansen A/S - Jernholmen 1-27 - 2650 Hvidovre - Dehn*xark




