07 6epesug 2023

Tepmin Opurargocri: 0372026

Hara BUITYCKY: 11 nunmg 2023

Crina nii/axtasmiors I xancyna micrups DOM?72 300 mr
DHHK: I'.ITons-Bockam MOX&Ko.KT"

| _ Kinep Ultpacce 11, 25551 XoerHOKmTe,u,HiMequHa
Howmep TMIeH3iT ga BHPOOHUIITRO: DE-__,SH___OI_MIA-___2 022_0009

__Pesynprar

IIposopi m’sixi KEIaTHHOB] Karcyimy,
(BUTArHYTO] dhopmm) IPUPOAHEOrG
3a0apBienny (H{OBTyBaTi)

Bwict KaIICyITy:

Ne—

IIposopa PloyHa 3 XAPaKTEPHUM 3amaxon BIANOBinge
.'Iz(é'HTmbiRaniﬂ':

Inentugikanis A IY-
CyMim MIPTOJTY Ta.
PeI’ 1X0BoT oj1if

BIZIIIOBinae

BIAIIOBinge

'Iﬂe'HTH(biKauiﬂ b

Mipton (a-migeg Xpomarorpama, OTpHMaHa 3

BINIIOBIqac
JIIMOHEH

1,8-tmneon) YacoM yTpUMYBaHHs Oo10Hi 3 mikam wa

IIHCTOTa: P . l 467
[Toxasuux 3ATIOMIIEHHS 1.460 - 1.480
(np*)

®dapmauesTuyni 454 nir
BHIIPOOYBaHHs:
Cepenns maca BMICTY KaIICynH = 450 pr+/- 7.5%

OnHopinricts Macy Maca BM‘iCTy:H(? Olnbre 2iH,}1HBiz[yaﬂLH1fx BLATIOBIfA€
KallCys MOXe BiIXUIATHCS Bix Cepenupoi |

MacCH BMICTY KaIlCyJIu OLIBIIE, HIX Ha + 7.5%;
Maca Bmicty wommof KalCYJIH He MOJKe BIONOBIAAE
BIAXWISTHCS Bif CCPEHBOI MacH BMicTy

OutbIe, Hix Ha + 15%,




Iponyxt: Pecnepo Muproa ¢opre Kancyiin KUmMKoBopo3auuni 300 ymr
Ne 20 (10x2) y Osicrepax

Howmep peecrpariitioro nocBingenns : UA/4948/01/07

Homep cepi; : 303101

_Moxasgmx - Hopma _ Pesymprar

Posmamauns:
CTIMKICTB IO ITYHKOBOTG | HE MEHIIIe 2 rouy BIATIOBinae
Coky (0,1 M posunn HCI)

PO3IIaNaHHS B KHIIKOBOMY He Outbine HX | roguma 1] xg

CoKy (docharrmit 6ypepmmit posumn pH 6,8)

Kinbkicue BUSHAYCHH S
(BHPaXYB'aHHﬁ) 285-315 MI/Kamcyiia, 302 M1/ Xarcyia

Buict O-IITHEHY 29~ 57 mr/ KaIcyina 36 Mr / xarcyna
BMiCT.JIHMOHeHy 86 — 126 Mr / Karcyia 104 mr / kancyina
Buwict 1,8-1taneony 120 — 164 mr/ Kalicyma 148 mr/ xancyna

Mixkpo6ionoriuyna TUCTOTA; 3riIHO 3 €8p. D, 5.1.4
Mixkpo6ionoriuna yucrora: HEBOJHI IIpeTIapaTy s
BHYTPIIIHLEOTO IPUHOMY

TAMC : <103KYO/r <250 KVO/r
IYMC: <10°KVOr <25 KyOLL

Escherichia coli BiICyTHS BiAmoBinae
(B1r)

3ASIBA ITIPO CEPTHOIKAILIIO:
Lum g 3acsi 1YI0, IO HaBeNeHa BHIIeE IHpOpMaIris € JOCTOBIPHOKO T4 TOUHOO. ITro cepiro

ITOJIb BOCKAMIT

(mizmuc)
YHOBHOBa)KeHa 0co6a (migmuc; nara MINHACAHHS)
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Produet: Respero Myrtol forte enterosoluble capsules 30 0 mg
- N0 (10x2) in blisters
Marketing Authorizat: on Numbey: UA/4948/01/02
Batch No.: 303101
Batch size: ._ 69.829 x 20 capsules
Quantity delivered: see shipping documents
Manufacturi ng date: 07 March 2023
Expiry date: 0372026
Date of release: __ I'T July 2023
Unit of dose deseription: | capsule contains DOM72 300 mg
Manufacturer: G. Pohl~.Boskamp UmbH & Co. XK@
Kieler Strafie 1, 25551 Hohenlockst’éd‘l",.'G(érmany

Manufacturin g authorization number: DE_SH ¢ I_MIA_2022 0009

Test o Requitement

Description: Transparent soft gelatine capsules (oblong) with complies
anatural (yellowish) colour; ng
Capsule contents N

Ty iy

Transparent liquid with a characteristic odony complies

Identification:

ldentification A

Mixture of myrtol and

rapseed oi] The IR-spectrum obtajne d by the method of complies

Identification B

-Myrtol_ (a-pinene __

limonene 1,8 ~cineole) The chromato gram 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.

Purity:
Refractive index (#2°) 1.460 to 1.480

Pharmaceutical tests: _ -
Average weight of 450 mg +/- 7.5 %
capsule contentg

Uniformity of weight The weight of contents of not more than complies
2 individual capsules may differ from the -

average weight of capsule contents b y more

than + 7.5 %: __

"The weight of contents for any of the capsules complies

may not differ from the average weight of

Lcontents by more than =15%
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Microbiological purity:

Solution pH 6. 8 )

Assay:
DOM72

'(ca.lculated)f g/ capsule

a-Pinene content 2910 57 mg/ capsule
-leone:ne_ content 80 to 126 mg / capsule
[,8-Cineole content 120 to 164 m g/ capsule

S6mg/ capsule
104 mg / capsule
148 mg / capsule

Microbiological purity: ace. to Ph. Bur, 5.1.4.
non aqueous preparation for oral yse |
TAMC: <10° CFU/g <250 CFU/g
TYMC: | <10% CFU/g < 25CPU/g
__Escherichiacoli 4 bsent(inlg) complies

POHL B o/s,l/xx

P A L 1 L L0 et g e

I"hereby certify that the above information s authentic and accurate, This product batch has been

produced/manufactured, includ Ing packaging/labelling and quali,ty con_tr(?l__.m.._full. <::0n.1]')_l'1a-nceﬁ\rf\f_jtl_j-
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 records were

reviewed and found to be in compliance with GMP.

7

(P
/ /7 /. Dr. Nemetz

O J8rn Nemetz

#
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