Pharmaselect International Beteiligungs GmbH /
®apmacenexT IHTepHewwHn BeTeniranra MMEX

Ernst-Melchior-Gasse 20, A-1020 Wien
EpHcT-Menxiop-Tacce 20, A-1020 BigeHb

Doc date / gara gokymenta: 26.03.2019
Doc. Ref. / Pedh. nokymenT: TEN-UA-1203

Certificate of Analysis / Ceptudmkar aHanusa ‘

“Tenoros pastilles Ne15” / “TeHopoc nactunku Net5”

Batch No / Cepus No: 2310016 Shelf life / Tepmin npuaatHocTi: 36 months / micsuis
Country / Kpaina: Ukraine / Ykpaina Quantity / KinbKicTb: 2592
: 2 Manufacturing date / Jata
Expiry date / MpuaaTHuii no: 09/2025 gl A 10.10.2022
Storage conditions / Ymosu 3bepiraHHs: | NMT / He Ginblwe +25°C Release date / [lata BUNYCKY: 24.01.2023
Test/ Tecr Method / Metop Release Specification / Results / Peaynbrar—’

Cneuudikauis sikocri Npy BUNYCKY

General properties / 3aranbhi BNAacTUBOCTI

Appearance / onuc

Visual Inspection /
Bi3yankHWIA KOHTPGNb

Round yellow compressed pastilles /
MNpecosaHi nactunxm Kpyrni »oBTOro
Konsopy

Aroma / 3anax

Supplier internal method
/ BRYTpilHiii MmeTon
nocTavansHuka

Complies / Bignosigae

Mild smell of lemon and menthal /
M'skuit 2anax numona | MEeHTOnNy

Complies / signosigae

Flavour / Cmak

Supplier internal method
! BHyTpiwwHii MeToq
AocTavyansHuka

Strong taste of lemon and menthol /
CunbHui cmak numoHa Ta MeHTOony

Average mass / cepenHs maca

Supplier internal method
/ BHYTpiLLHIA meTop
nocravansHuka |

Identification / lgernTndikauin

Complies / Bignosinae

1002 mg (+ 5%)

Uniformity of mass /
O0AHOpIAHICTL MacK

—
Ph. Eur.*/ €spon.dapm.

1003 mg / 1003 mr

Complies / mae BiANOBigaTh

Complies / Bignosigae

Tensile strength / Miusicts npw
034aBBaHHI

Ph. Eur.* / €spon.®apm.

Assay** | KinbkicHe BU3HaYeHHA™*

—u57—186 N

178 N

Assay Zinc / kinbkiche
BU3HAAEHHA LUHKY

DANAK Accreditation /
Akpeantauis DANAK

3.0 mgftablet /3.0 mr/tabr, 80-145 %
(24-4.35mg/2.4-4.35 M)

Not tested / He
TecTyBanu

Microbiology** / Mikpo6GionorsiHa uuctora™
Ph. Eur.*/ €Bpon.dapm.

TAMC / saranshe aepobHe

Not tested / He

TPamHeraTusHi Bakrepii

EnTepoGakrepii Ta OesKi iHwj

4
MikpoGHe Yucno <10%/g TecTyBanu
TYMC / 3aranbHa kinbKicTo Ph. Eur.*/ E€spon.®apm. <102/ Not tested / He
| APDKAXIB Ta nnicHABM g TecTyBanm
Enterobacteria and certain Ph, Eur.*/ €epon.dapm.
other gram negative bacteria / <102/g Not tested / He

Ph. Eur.*/ Espon.dapm.

TecTyeanu

Itis hereby certified, that this batch has been manufactured and ¢
standards. / Ljum 3acsigqyertnes, Wo us cepin Byna BuroTosnena

3aKoHOgaBcTBa,

The batch was released for sale. / Cepito Bunyctunu s npopax

Date / Oara;

24.01.2023

07-SOP-02.00 — Annex 03 V02 Certificate of Analysis 170614 / 07-
Ceprudukar aHanusa 180614

’ ; . : Not tested / He
.col

E.coli Absentin1 g/ BIACYTHICTb B 1 r ToETyiar
Ph. Eur.* s €spon.dapm. ; : ; Not tested / He

Salmonella Absentin 10g/ BIACYTHICTG B 10 1 TecTysanm
Ls- aureus Ph. Eur."/ €spon.dapm Absentin 1 g /sigcytHicte 8 1 1 Not tested / e

TecTyBanu

* Ph. Eur. Current version ¢ €epon.Papm., gilove BUAAHHA, ** tested once a year / TECTYBEHHS OAWH pa3 Ha pik

ontrolled in compliance to the current legislation
Ta KoHTponboBaHa BignosigHo go CTaHAaPTIB YUHHOrO

Signature QA/QC / Nignuc YMOBHOBaXKEHOro
BIAAINY KOHTPOM AKOCTI:

V.N.Kante / B.H.KauTe

k‘u N s— .

SOP-02.00 - Mpunoxenve 03 V02

Pvau v 1vvo of 23’032/{




