
Merckle GmbH
Teva generics system ratiopharm

Release confirmation

Country:

Customer;

Product:

Batch Finished Prod:
Primary packaging:
Merckle batch no.:
SAP no.:

Dosage form:
Active ingredient:
Storage advise;
Registration no.:
Released quantity:

License no:

GMP certificate:

Product presentation
Packaging:
Start packaging:
End packaging:
Label:
Folding box;
Leaflet:

Bulk manufacturer:

Packager:

Manuf. date:

Expiry date:

Pack size:

Batch size:

Russian Fed,

Teva

Hylak Cherry TR
U14026
U14026
U14026
280274
Oral Solution

Lactobacillus
Do not store above +25°C
P N014917/01
201. 050, 000
DE BW 01 MIA 2017_0024/DE_BW_01_Merckle
DE-BW-01-GMP~ 2017 1060 - valid (Blaubeuren)
DE-BW-01-GMP-2018 0069 - valid (Blaubeuren-Weiler)
DE-BW~01-GMP 2016_0099 - valid (Ulm)

05. 2018
05. 2022

30
16. 033. 500

30 Oral Solution / Glass Dropper Bottle
09. 07. 2018
11. 07. 2018
288107.02-RU
288109.01-RU
288108.01-RU

MERCKLE GMBH
Dr. - Georg-Spohn-Str. 7
89413-Blaubeuren

Germany

MERCKLE GMBH
GRAF-ARCO-STRASSE 3
89079-ULM
Germany

QC Site: MERCKLE GMBH
GRAF-ARCO-STRASSE
89079-ULM
Germany

Merckle GmbH
Graf-Arco-StraBe 3
D-89007 Ulm
QO-RST@teva. de

Page 1 of 2
Merckle batch/item U 14026/280274



Merckle GmbH
Teva generics system ratiopharm

Final releaser; MERCKLE GMBH
LUDWIG MERCKLE STRASSE 3
89143-BLAUBEUREN

Germany

No major or critical deviation(s) have been registered that may influence the release of the batch.

I hereby certify that the above information is authentic and accurate.
This batch of product has been fabricated/manufactured, including
packaging and quality control in full compliance with the EU-GMP
requirements and with the specifications of the Marketing Authorisation.
The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.
This batch is released for marketing.

Release date;

Print date

08. 08. 201
08. 08. 201 /'

Qualified Person

Sigrid Ott

0 8, AUG, 2018

Merckle GmbH
Graf-Arco-StraBe
D-89007 Ulm
00-RST@teva. de
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ratiopharm

Russian Fed.

Hylak Cherry TR

Certificate of analysis

Manufacturing date Release date
05. 2018 08. 08. 2018
Batch customer batch

U14026
Inspection lot
201804021617

Expiry date

05. 2022
vendor batch

page 1/1

Version

01

Tests Specification Result

General and special
characteristics
description

pH-value
density
clarity and opalescence
colouration

filling volume*

Clear, light-yellow to
yeilow-brown solution
with odour of cherry
3, 0-3, 4 pH
1, 040- 1, 095g/ml

< = Reference suspension
<= BY1
must comply

complies
3, 1 pH
1, 052g/ml
complies
complies
complies

Identification test
lactic acid (1C)
lactose

(precipitation reaction)
potassium sorbate (HPLC)

must comply

must comply
must comply

complies

complies
complies

Assay/1 ml solution
lactic acid (1C)

in percent
lactose (titration)
potassium sorbate (HPLC)

in percent

75. 0 mg ± 25 %
(56. 25-93. 75mg)
75 -125 %
50, 0-70, 0 mg

1. 135 mg-60%; + 5%
(0. 454-1. 192 mg)
40-105%

73, 48 mg
98%
55, 9 mg

1, 066 mg
94%

Microbiology
Ph. Eur. 2. 6. 12/2, 6. 13
Ph. Eur. 5. 1. 4:
TAMC: <=100cfu/g
TYMC: <=10cfu/g
E. Coli: absent / g must comply complies

The batch was found to comply with the product specification

Merckle GmbH
Graf-Arco-StraBe 3
D-89079 Ulm
QO-RST@teva.de

Print date: 08. 08.2018 12:46:40 Quality Operations

r

Siqrid Ott



ratiopharm

Russian Fed.

CepT M4>MKaT aHajiM3a

flaTa npoM3BOACTBa A3TaebinycKa
05. 2018 08. 08. 2018
Cepî fl Cepiifl KnMeHTa

U14026
HOMCp KOHTpO JIS

201804021617

CrpaHiiMa 1/1

FofleH flo sepcMfl

05. 2022 02

CepMfl noCTaBUL^iKa

Hylak Cherry TR /
AHaj1M3bl

OSiyiie M cney>ict)MiecK>ie

xapaKTepM CTMKM

OnMcaHMe

pH
nnOTHOCTb

np03pa4HOCTb w onanecLieHyiifl

OKpaCKa
o6'beM aanonHeHtia*

TeCT H3 nOflJIMHHOCTb

MoncwHaa KMCnoTa (l/IX)
naKTOsa

(peaKL|Mfl oca>KfleHMfl)
cop6aT KanMa (B3>KX)

KonMiecTseHHoe onpefleneHiie /
1 Mn pacTBOpa
MoncMHafl KMcnoTa (MX)

B npoyeHTax
naxTosa(THTpoBaHHe)
cop6aT KanMfl (B3>KX)

B npoi-ieHTax

NlMKpo6MonorMH
EBp. tbapM. 2. 6. 12/2.6. 13

Eep. OapM. 5. 1. 4:

OKAM (TAMC): <= 100 KOE / r
Qi-lfltinr (TYMC): <= 10 KOE / r
E. Coli: QTcyrcTByeT / r

CneyM ct>MKaL(Mfl Pesyj ibTaT

np0 3pa4HbiM OT CBeTno-wenTOro fl0

>KenTOBaTO-KOpM4HeBOro yeeTa

pacTBOp c aanaxoM BMUJHM
3, 0-3,4 pH
1.040- 1, 095 r/Mn

He 6onee cycneH3MM cpaBHeHMfl II
<=BY1
flOn>KHO COOTBeTCTBOBaTb

COOTBGTCTByeT

3, 1 pH
1. 052r/Mn

COOTBeTCTByeT

COOTBeTCTByeT

COOTBeTCTByeT

flOriKHO COOTBCTCTBOBaTb

flOFDKHO COOTBeTCTBOBaTb
flOJDKHO COOTBeTCTBOBaTb

COOTBCTCTByeT

COOTBeTCTByeT

COOTBeTCTByCT

75. 0 Mr ± 25 %
(56. 25-93. 75Mr)
75-125%
50, 0-70,0 Mr
1. 135Mr-60%;+5%
(0. 454- 1. 192 Mr)
40-105%

73,48 Mr
98%
55, 9 Mr

1, 066 Mr
94%

flOniKHO COOTBeTCTBOBaTb cooTseTCTByeT

Bbino onpefleneHO, ITO flaHHafl cepxfl cooTBeTCTByeT cneyM CtiMKauK M Ha npoflyKT

flaHHUM flOKyMGHT 6bin C03flaH B 3neKTpOHHOM CllCTeMe

Merckle GmbH
Graf-Arco-StraBe 3
D-89079 Ulm
QO-RST@teva.de

flara nevan. 08. 08. 2018 13:52:47




