Certificate of Analvysis

Product:

Respero Myrtol enterosoluble capsules 120 mg
N22¢ (10x2) in blisters

Marketing Authorization Number: — UA/4948/01/01

Batch No.:

Batch size:

Quantity delivered:
Manufacturing date:
Expiry date:

Date of release:

Unit of dose description:
Manufacturer:

401620

73.7705 x 20 capsules

see shipping documents

06 October 2023

1072026

17 April 2024

1 capsule containg DOM72 120 mg

G. Pohl-Boskamp GmbH & Co. KG

Kieler Strafle 11, 25551 Hohenlockstedt, Germany

Manufacturing authorization number: DE_SH_01_MIA_2023 0017

Test

Requirement Result

Description

Identification
A. Mixture of myrtol and
medium chain triglycerides

B. Myrtol (a-pinene
limonene 1,8-cineole)

Purity

Refractive index
Pharmaceutical indicators
The average mass of

capsule content

Mass uniformity

Transparent soft gelatine capsules (elongated) with  complies
a naturally (yellowish) color.

Capsule content: clear liquid with

specific odor. complies

The IR-spectrum obtained by the method of complies
IR-spectrophotometry with Fourier transformation
should correspond to the comparison spectrum

The chromatogram obtained from the test solution  complies
shows 3 peaks with a similar retention time of 3

peaks in the chromatogram obtained from the

comparison solution.

1,450 - 1,470 1.457
240 mg = 10% 245 mg
The mass of contents of not more than complies

2 separate capsules may differ from the

average mass of the contents of the capsule

by more than & 10 %;

For none of the capsules the content mass complies
deviated by more than + 20%.
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Certificate of Analysis

Product: Respero Myrtol enterosoluble capsules 120 mg
N220 (10x2) in blisters
Marketing Authorization Number:  UA/4948/01/01

Batch No.: 401620

Test Requirement Result
Disintegration:

-resistance to action of NLT 2 hours complies

gastric juice
(0.1 M HCI solution)

-disintegration NMT 1 hour 17 min,
in intestinal juice

(phosphate buffer

solution pH 6.8)

Assay

Content of DOM72

(calculated) 114 - 126 mg / capsule 121 mg / capsule
o-pinene 11~ 23 mg/ capsule 14 mg / capsule
limonene 34 — 50 mg/ capsule 42 mg / capsule
1,8-cineole 48 — 66 mg/ capsule 60 mg / capsule

Microbiological purity acc. to Ph.Bur. 5.1.4,2.6.12 and 2.6.13
Total number of viable microorganisms:

acrobic bacteria < 1000 CFU/g < 100 CFU/g
fungi <100 CFU/g < 50 CFU/g
Fscherichia coli absentin L g complies

CERTIFICATION STATEMENT:

I hereby certify that the above information is authentic and accurate. This product batch has been
produced/manufactured, including packaging/labelling and quality control in full compliance with
the GMP requirements of the local regulatory authority and with the specifications in the marketing
authorisation of the importing country. The batch processing, packaging and analysis recotds were
reviewed and found to be in compliance with GMP.
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Dr J/c/)m emetz, 17 April 2024
Qualified Person (Signature; Date of Signature)
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Ceprudikar auasizy

[Iponyxr:

Peciepo MupTou kancyan kumkoBopo3unnui 120 mr

Ne 20 (10x2) y GJaicrepax

Howmep peectpaniitnoro mocsiguenns : UA/4948/01/01

Howmep cepii:
Po3mip cepii:

401620
73 705 x 20 xancyn

KiHbKiCTB, 10 MOCTABJIAETHCA | JUB. JOKYMCHTH ITOCTaBKH

Hara BupoGHULITBA:
TepMiH nmpumaTHOCTI:
[Jara Bunmycky:

Cuuta nii/aKTHBHICTD:
BupoGuuk:

06 >xoBTHs 2023

10/2026

17 xBiTHa 2024

1 xancyna mictute DOM72 120 Mr

I'.ITons-bockamn 'M6X &Ko KT

Kinep Ulrpacce 11, 25551 Xoxenmokurren, Himeyunna

Howmep ninensii va Bupo6uuutso: DE_ SH 01 _MIA_2023 0017

[Tokazuuk Hopma Pezynprar
Omnuc [Tpo3opi M’sKi JKeIaTHHOBI KaIICYIIH, BiAMIOBiMaE
(oBanbHI) MPUPOLHLOTO 3a0aPBIIEHHS
(>xoBTYBaTI).
Bwmicr xancysm:
ITpo3opa pinuHa 3 XapakTEpPHUM 3aaXOM. BiJTIOBiNA€E
InenTudgixamis:
[nenTudikarmis A. [Y-cnexrp, orpumanuii merogom I4- BiJITOBIIAE

Cywmim mipTony Ta
CepeNHbONAHIFOIOBHX
TPUTTILEPHUTIB

Inenrudikarmis b.
Mipron (a-niinen
JIMMOHEH
1,8-mueomn)

Yucrora:
ITokasHux 3aI0MIICHHS

®apmaneBTHYHI
BHIIPOOYBAHHSI:

Cepenss Maca BMiCTy KarcyJIu

OnHopinHicTh Macu

cnekrpodoroMerpii 3 Dyp’e-niepeTBOPEHHAM,
NIOBUHEH BIANOBINATH CHEKTPY MOPiBHIHHIL.

XpomMaTtorpama oTpuMaHa 3 BUIIpoOOBYBAHOIO  BIAIIOBizae
PO34HHY NOKa3ye 3 MiKH, 3a 4aCOM

yTPHUMYBaHHS NONiOHUX 3 mikaMm Ha

XpOMaTorpaMi OTpUMaHiH 3 pO3YMHY

IOPIBHSHHS

1.450 no 1.470 1.457

240 mr +/- 10%
245 Mr

Maca BMicTy He Ounblie 2 iHAMBITyaTbHHAX BIANIOBinaE
Karcy/I MOXe BiIXHUJISITHCS BiJl CEpeaHBOT

MacH BMICTY Karcysu 0inpiue, Hix Ha £ 10%;

Maca BMiCTy XOJHOT KaICyJIi HE MOKE BIJIITOBIIAE
BigxungaTucd Oinslue, HiXx Ha = 20%.




Ceprudikat agaxizy

[Tpoxyxt: Peciepo MupToa Kancyu KHIIKoBopo3uuHHi 120 mr
Ne 20 (10x2) y 6aicrepax

Homep peecrpaniiinoro mocsinuerss : UA/4948/01/01

Howmep cepii : 401620

[lokasHuk Hopwma

Posnaganys:

- CTIMKICTH 10 IIUTYHKOBOIO He MeHuIe 2 TOJIuH
coky (0,1 M po3uun HCl)

- pO3MaaHHs B KMIIKOBOMY He Oimpure 1 rox
coky (pocharnuit 6ydepruii posuns pH 6,8)

KiabkicHe BUZHAYEHHS:

Bmict DOM72 114 — 126 mr/xancyna
(po3paxyHOK)

BumicT a-miHeHy 11— 23 mr/ xancyna
BwMicT numMoHERY 34 — 50 mr / xancyna
Bwmicr 1,8-uuneomny 48 — 66 mr / xancyna

Mikpo6iosoriana uncrora:  3rigHo 3 €8p.®d. 5.1.4,2.6.12 12 2.6.13
3aranpHa KinbKiCTh HKUTTE3AATHUX MIKpPOOPraHi3MiB:

aepoOHUX MiKpOOPraHi3MiB: <1000 KYO/r
JPDKIKOBUX Ta [UTICHSBHX I'PUOiB: <100 KYO/r
Escherichia coli BIACYTHSI B 1 T
3ASBA TTPO CEPTUDIKALIIO:

PesyapTar

BiAmoOBiae

17 xB.

121 mr/ xancyna
14 mr / xamncyna

42 mr / xancyna
60 mr / xancyna

<100 KYO/r
<50 KYO/r

BifmoBiac

S muM 3acBigdyro, o iHpOpMAalis, BHKIaJcHa BHIIE, € TOYHOKO i JOCTOBIpHOW. I[Iporec
BUPOOHMITRA JAHOI cepii MPOJYKTy, BKIIOYAIOUH [aKyBaHHI/MAPKyBaHHSA i KOHTPOINb SKOCTI,
6yno smilicHeno B TOBHilM BimmoimsocTi 3 BuMoramum GMP, 3aTBepAXKCHUMH MiCLIEBUMH
OpraHaMi KOHTPOJIIO, i crienuikallisMy peecTpalifHoro IocBiueH s KpaiHu-imnoprepa. 3BiTH
00 BUPOGHHUITBA, MaKyBaHHA Ta aHAIITHYHMX BHUIPOOYBaHb cepil OYJIO MpOaHali30BaHO i

BU3HAHO TAKUMHU, 110 BiIIOBiiar0Th cTanapram GMP.

[TOJIb BOCKAMII 5
H-p Uopn HemeTtn
17.04. 2024

(mipnuc)
VnosHOBaXxkeHa ocoba (Mimuc; Aata MiamuCcanHs)



