RECYCLING ™"

FO 0003

CepTudukart anaansa

IIponyxkr:

PonL Boskamp f

Pecnepo MupTtoa ¢opre kancyiibl kumeunopacrsopumsie 300 mr
Ne20 (10x2) B 6:mucrepax

Howmep perucrpanuonHoro ynocropepenus: UA/4948/01/02

Howmep cepun:
Pa3zmep cepuu:

271759
69 268 x 20 kancyn

ITocraBiseMoe KOJIMYECTBO: CM.OIOKYMEHTBI ITOCTaBKH

Jlata mpou3BoACTBa:
Cpox rogHOCTH:
Ho3suposka/ConepskaHue:
ITpousBopuTens:

16 mas 2020

05/2023

1 xancyna conepxxur DOM72 300 mMr
I".ITons-Bockamn I'mM6X &Ko.KI'

Kunep llrpacce 11, 25551 Xoxennokmren, ['epmanus

Howmep nmuuen3un Ha npoussoacrso: DE_SH_01_MIA_2019_0012

Iloxa3zarens Hopma , Pesynerar
Onucanne IlpospayHble MATKHE KETATHHOBBIE KAICYJIE, COOTBETCTBYET
(OBaJIbHEIE) €CTECTBEHHOM OKpPaCKH (KEITOBATHIE).
ConepxuMoe Karcymb:
IIpo3paunas }UAKOCTH C XapaKTEPHEIM 3a[1aXOM. COOTBETCTBYET
[ToanuHHOCTR:
opnuanOCTS A. HK-cniekTp coaepXHMOro KancyJisl JOJDKEH COOTBETCTBYET
(MK-cnekrp) COOTBETCTBOBATh CIIEKTPY CPaBHEHHA.
INopmmaHOCTS B. XpoMaTorpaMMa HCITBITYEMOTO PacTBOpa COOTBETCTBYET
(rasoBas xpomMaTorpadus) II0Ka3bIBaeT 3 IHKa, 10 BpeMEHaM YAep)KHBaHHA
Xpomarorpadpudeckuit noA0o6HEIX 3 MMKaM Ha XpOMaTOrpaMMe pacTBOpa
NpodHIIL: CpaBHEHHSA
Yucrora:
IToxasarens mpenomnenuss  1.460 — 1.480 1.468
(nDZO)
DapMaleBTHIECKHE TECTHL:
Cpennsist Macca
COZIEPXKUMOTO KaICYJIBI 450 Mr + 7,5% 451 mr
OnHOpOAHOCTH MacCHl Macca conepxxumoro He 6onee 2 COOTBETCTBYET

HHIUBUIYATBHBIX KalcCyJd MOXKeT OTKJIOHATHCA
OT CPE/IHEH MACChI COAEP)KUMOTO KaICyiisl 6oiree,

geM Ha + 7,5%;

Macca comepxuMOro He OIHO# KarCyIIbl HE MOXKET COOTBETCTBYET
OTKJIOHATECS OT CPEAHEH MacCEl COAEPKHMOT0

6oiee, yeM Ha +15%.
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RECYCLING ™+

FO 0009

PoHL BoskAamP
CepTudukar anaauza

IIponyxr: Pecnepo MupToa ¢opre kancynnl knmeuynopacrsopumsie 300 mr
Ne20 (10x2) B Giimcrepax :

Howmep perucrpanmonsoro ynocrosepenus: UA/4948/01/02

Homep cepuu: 271759

ITokazarens Hopma Pesynerar

PacnamaeMocTh:

a. YCTOM4YMBOCTD K XKETyJOYHOMY

coky (0,1 M pacreop HCI) HE MeHee 2 YacoB COOTBETCTBYET

b. pacnafaeMoCTs B KHIIEIHOM
coke (poctarueni 6ydepHIil

pactsop pH 6,8) He 6onee 1 4 10 mun
KonuuecTBeHHoe onpezienenwue:

Conepxanne DOM72

(BBIYHCIEHHOE) 285 — 315 mr / xancyna298 298 mr / xancyna
ConeprxaHue o-HHEHA 29 - 57 mr / kancyna 36 Mr / xancyna
Conepxanne muMoHeHa 86 — 126 mr / xancyna 105mr / xanicyna
Conepxanue 1,8-muneona 120 —164 mr / kancyna 141 mr / xancyna

Mukpo0no0rayecKas YHCTOTA:

Muxpo6uonorudeckas 4ucToTa: cornacHo Esp.d.5.1.4
HEBOJIHbIE NpenapaTk! U1 IPHEMa BHYTPh

O6mee xonuuecTBO a3po6HBIX MUKpoopranu3Mos: < 103 KOE/ r <250 KOE/r
Ob1ee KOMMIECTBO POXOKEBEIX U ILIECHEBHIX Ipr6oB: < 102KOE/ r < 25KOE/r
Escherichia coli orcyrcTByer (B 1 1) COOTBETCTBYET

Mata ananusa: 27 asrycra 2020

3ASBJIEHUE CEPTUOUKALIVH:

S HacTosmuM 3aBepsio, YTO UHPOPMALMS, U3TOXKEHHAS BHIIIE, SBISETCS TOYHOH H JIOCTOBEPHOH.
IIponecc mpousBoncTBa NaHHON CEpUH MpPOXYKTA, BKIIOYAs YIIaKOBKY/MapKHPOBKY M KOHTpPOJb
Ka4yecTBa, OBII OCYIIIECTBJIEH B TOJHOM COOTBETCTBHH C TpeGoBaruaMu GMP, yTBEpXICHHBIMU
MECTHBIMH KOHTPOIMPYIOUIMMH OPTaHaMH, U ClIEUMHUKAlMAMH PETHCTPALIHOHHOTO YAOCTOBEPEHHS
MMIIOPTHPYIOIIEH CTPaHEl, WK TPeGOBaHUAMHE CHelHHKALMH UL TPOAYKTOB, PeAHA3HAYCHHEIX
Ans uccnenoBaHui. OT4YeTE! 0 NPOU3BOACTBE, YIAKOBKE H aHATHTHYECKHX MCTIBITAHMAX CePHH GEUTH
NpOaHaIH3HPOBaHbl ¥ NPH3HAHEI YAOBJIETBOPAIOMUMY cTaHgapTam GMP.,

HacTostmuii cepTiduUKaT aHanH3a BHIYIIEH Ha aHMIHHCKOM M PYCCKOM f3BIKaX. B ciydae mo6rx
PacxXoXIeHHH MeXIy TEKCTOM Ha aHTIHHACKUM M PYCCKHM A3BIKAX, TEKCT HA AHITIHHCKOM S3BIKE
HMEET NPHOPUTETHOE 3HAYECHHE.

ITIOJIb BGC I1

é Dr. J. Nemetz
e f L DR

YpénHomMoueHHOE JIHIIO(TIOANMCE; AaTa IIOATHMCAHHU)
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RECYCLING ™

FO 0009

PoHL BoskAMP

Certificate of Analysis

Product:

Marketing Authorization Number:

Batch No.:

Batch size:

Quantity delivered:
Manufacturing date:
Expiry date:

Unit of dose description:
Manufacturer:

Respero Myrtol forte enterosoluble capsules 300 mg

N220 (10x2) in blisters
UA/4948/01/02
271759
69.268 x 20 capsules
see shipping documents
16 May 2020
05/2023
1 capsule contains DOM72 300 mg
G. Pohl-Boskamp GmbH & Co. KG

Kieler Strae 11, 25551 Hohenlockstedt, Germany

Manufacturing authorization number: DE_SH_01_MIA_2019_0012

Test Requirement Result
Description: Transparent soft gelatine capsules (oblong) with complies
a natural (yellowish) colouring
Capsule contents:
Transparent liquid with a characteristic odour complies
Identification:
Identification A :
(FTIR-spectrum): FTIR-spectrum taken from the capsule filling complies
must comply with the reference spectrum.
Identification B
(Gas chromatography):
Chromatographic profile: ~ The gas chromatogram obtained with the sample complies
solution shows 3 peaks similar in retention time of
the 3 peaks in the chromatogram obtained with the
reference solution.
Purity:
Refractive index (n2’) 1.460 to 1.480 1.468
Pharmaceutical tests:
Average weight of 450 mg +/- 7.5 % 451 mg
capsule contents
Uniformity of weight The weight of contents of not more than complies
2 individual capsules may differ from the
average weight of capsule contents by more
than + 7.5 %;
The weight of contents for any of the capsules complies

may not differ from the average weight of
contents by more than + 15 %
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RECYCLING

FO 0003

Poui. Boskamp

Certificate of Analysis

Product: Respero Myrtol forte enterosoluble capsules 300 mg
N220 (10x2) in blisters

Marketing Authorization Number: ~ UA/4948/01/02

Batch No.: 271759

Test Requirement Result

Disintegration: :

a. gastric resistance at least 2 hours complies

(0.1 M HCI solution)

b. disintegration nmt 1 hour 10 min
in intestinal fluid
(phosphate buffer
solution pH 6.8)
Assay:
DOM72 285 to 315 mg / capsule 298 mg / capsule
(calculated)
a-Pinene content 29to 57 mg/ capsule 36 mg / capsule
Limonene content 86 to 126 mg / capsule 105 mg / capsule
1,8-Cineole content 120 to 164 mg / capsule 141 mg / capsule
Microbiological purity:
Microbiological purity: acc. to Ph. Eur. 5.1.4.
non aqueous preparation for oral use
TAMC: <10° CFU/g <250 CFU/g
TYMC: < 10* CFU/g < 25CFU/g
Escherichia coli absent (in 1 g) complies

Tested on: 27 August 2020

CERTIFICATION STATEMENT:

I hereby certify that the above information is authentic and accurate. This product batch has been
produced/manufactured, including packaging 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 records were
reviewed and found to be in compliance with GMP.

This Certificate of Analysis is issued in both English and Russian language. In the case of any
discrepancies between the English and Russian text, the English text shall prevail.

alified Person (Signature; Date of Signature)

01/2021abo, page 2 of 4
Ukraine




JEPXJIIKCITYXBA
JNEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIN OBJIACTI

npocnekt Banepis Jlobanoscekoro, S1, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Ko €JIPTIOY 37078774

BUCHOBOK
Npo AKiCTL BBe3eHOro B YKpaiHy JlikapcbKoro 3aco0y

10.02.2021 Ne 865/21/10

PECIHEPO MUPTOJI ®POPTE

(HafMeHyBaHHS NiKapchKoro 3acoy 3riAHO 3 PEECTPaUiAHMM NOCBIAYCHHSM)
KAINCy./ M KHIIKoBopo3auiHi mo 300 mr no 10 kancy.n y Guicrepi, o 2 GJuicTepH y KapTOHHIH
KOpoO1i

((popMa BHITYCKY, N03yBaHHS, BUA NaKyBaHHs Nlikapchkoro 3acoly)

Howmep peectpauiiitoro nocsinuenns UA/4948/01/02 ctpok aif peectpauiiinoro nocsinuents 01.01 2099

Cepis nikapcbkoro 3aco6y Ne 271759 KinbkicTs BBe3eHOr0 Nikapcbkoro 3acoby 15120
BupobHiik . ITonws-Bockamn I'm6X & Ko. KI'., HimewyunHa
(HaliMeHyBaHHS BUPOOHHUKA JiKapcbkoro 3acoby, KpaiHa OXOMKEHHS)
BseseHo B YkpaiHy CnijibHe YKPaiHCbKO-eCTOHCHKE NiANPHEMCTBO Y GpopMi TOBapHCTBA
3 o6meskenolo BignmosinaapHicTio "Onrima-®apm, JITH", inenr. xon:
21642228

(naiivenyBanHs Ta koa 3a €JIPIIOY iopuanunoi ocobu abo npissuue, im's, 1o GarbkoBi izuuHOT
0co6u - nianpuemus, i Micue NpoxuBaHHA Ta peecTpauifHmui Homep 00NIKOBOT KAPTKK NATHHKA
noaatkis aGo cepis Ta HOMEp NacrnopTa)

Mpotokoa BisyansHoro koutposo sia 10.02.2021 Ne 0070/2.

3a pesynbTaTaMM JePXKABHOTO KOHTPONIO BCTAHOBAEHO, 1O Jikapchkuii 3aci6 BBe3eHO B VYikpaiHy 3

0CTi JliKapcbKux 3acobiB.

AOTPHMAHMSAM BuMOr 3aKOHOABCTBA OO 3abe3neueHHs

T

N

8714 Haqaqlbﬁi{xa Criy6u

/

Z . ¥
3agry, 77— Onexcit COJIOAPAU

! ) i i ;e ,’ - i . g 1ok ov . - . .
+{(n6¢al0rdidEoGa OpraHy ACPKABHOTO KOHTPOIO) \Gmmuc) (iniuianu Ta npi3BuLE)
4om S y
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RECYCLING ™"

FO 0003

CepTudukart anaansa

IIponyxkr:

PonL Boskamp f

Pecnepo MupTtoa ¢opre kancyiibl kumeunopacrsopumsie 300 mr
Ne20 (10x2) B 6:mucrepax

Howmep perucrpanuonHoro ynocropepenus: UA/4948/01/02

Howmep cepun:
Pa3zmep cepuu:

271759
69 268 x 20 kancyn

ITocraBiseMoe KOJIMYECTBO: CM.OIOKYMEHTBI ITOCTaBKH

Jlata mpou3BoACTBa:
Cpox rogHOCTH:
Ho3suposka/ConepskaHue:
ITpousBopuTens:

16 mas 2020

05/2023

1 xancyna conepxxur DOM72 300 mMr
I".ITons-Bockamn I'mM6X &Ko.KI'

Kunep llrpacce 11, 25551 Xoxennokmren, ['epmanus

Howmep nmuuen3un Ha npoussoacrso: DE_SH_01_MIA_2019_0012

Iloxa3zarens Hopma , Pesynerar
Onucanne IlpospayHble MATKHE KETATHHOBBIE KAICYJIE, COOTBETCTBYET
(OBaJIbHEIE) €CTECTBEHHOM OKpPaCKH (KEITOBATHIE).
ConepxuMoe Karcymb:
IIpo3paunas }UAKOCTH C XapaKTEPHEIM 3a[1aXOM. COOTBETCTBYET
[ToanuHHOCTR:
opnuanOCTS A. HK-cniekTp coaepXHMOro KancyJisl JOJDKEH COOTBETCTBYET
(MK-cnekrp) COOTBETCTBOBATh CIIEKTPY CPaBHEHHA.
INopmmaHOCTS B. XpoMaTorpaMMa HCITBITYEMOTO PacTBOpa COOTBETCTBYET
(rasoBas xpomMaTorpadus) II0Ka3bIBaeT 3 IHKa, 10 BpeMEHaM YAep)KHBaHHA
Xpomarorpadpudeckuit noA0o6HEIX 3 MMKaM Ha XpOMaTOrpaMMe pacTBOpa
NpodHIIL: CpaBHEHHSA
Yucrora:
IToxasarens mpenomnenuss  1.460 — 1.480 1.468
(nDZO)
DapMaleBTHIECKHE TECTHL:
Cpennsist Macca
COZIEPXKUMOTO KaICYJIBI 450 Mr + 7,5% 451 mr
OnHOpOAHOCTH MacCHl Macca conepxxumoro He 6onee 2 COOTBETCTBYET

HHIUBUIYATBHBIX KalcCyJd MOXKeT OTKJIOHATHCA
OT CPE/IHEH MACChI COAEP)KUMOTO KaICyiisl 6oiree,

geM Ha + 7,5%;

Macca comepxuMOro He OIHO# KarCyIIbl HE MOXKET COOTBETCTBYET
OTKJIOHATECS OT CPEAHEH MacCEl COAEPKHMOT0
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RECYCLING ™+

FO 0009

PoHL BoskAamP
CepTudukar anaauza

IIponyxr: Pecnepo MupToa ¢opre kancynnl knmeuynopacrsopumsie 300 mr
Ne20 (10x2) B Giimcrepax :

Howmep perucrpanmonsoro ynocrosepenus: UA/4948/01/02

Homep cepuu: 271759

ITokazarens Hopma Pesynerar

PacnamaeMocTh:
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KonuuecTBeHHoe onpezienenwue:

Conepxanne DOM72
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MMIIOPTHPYIOIIEH CTPaHEl, WK TPeGOBaHUAMHE CHelHHKALMH UL TPOAYKTOB, PeAHA3HAYCHHEIX
Ans uccnenoBaHui. OT4YeTE! 0 NPOU3BOACTBE, YIAKOBKE H aHATHTHYECKHX MCTIBITAHMAX CePHH GEUTH
NpOaHaIH3HPOBaHbl ¥ NPH3HAHEI YAOBJIETBOPAIOMUMY cTaHgapTam GMP.,
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RECYCLING ™

FO 0009

PoHL BoskAMP

Certificate of Analysis

Product:

Marketing Authorization Number:

Batch No.:

Batch size:

Quantity delivered:
Manufacturing date:
Expiry date:

Unit of dose description:
Manufacturer:

Respero Myrtol forte enterosoluble capsules 300 mg

N220 (10x2) in blisters
UA/4948/01/02
271759
69.268 x 20 capsules
see shipping documents
16 May 2020
05/2023
1 capsule contains DOM72 300 mg
G. Pohl-Boskamp GmbH & Co. KG

Kieler Strae 11, 25551 Hohenlockstedt, Germany

Manufacturing authorization number: DE_SH_01_MIA_2019_0012

Test Requirement Result
Description: Transparent soft gelatine capsules (oblong) with complies
a natural (yellowish) colouring
Capsule contents:
Transparent liquid with a characteristic odour complies
Identification:
Identification A :
(FTIR-spectrum): FTIR-spectrum taken from the capsule filling complies
must comply with the reference spectrum.
Identification B
(Gas chromatography):
Chromatographic profile: ~ The gas chromatogram obtained with the sample complies
solution shows 3 peaks similar in retention time of
the 3 peaks in the chromatogram obtained with the
reference solution.
Purity:
Refractive index (n2’) 1.460 to 1.480 1.468
Pharmaceutical tests:
Average weight of 450 mg +/- 7.5 % 451 mg
capsule contents
Uniformity of weight The weight of contents of not more than complies
2 individual capsules may differ from the
average weight of capsule contents by more
than + 7.5 %;
The weight of contents for any of the capsules complies

may not differ from the average weight of
contents by more than + 15 %
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RECYCLING

FO 0003

Poui. Boskamp

Certificate of Analysis

Product: Respero Myrtol forte enterosoluble capsules 300 mg
N220 (10x2) in blisters

Marketing Authorization Number: ~ UA/4948/01/02

Batch No.: 271759

Test Requirement Result

Disintegration: :

a. gastric resistance at least 2 hours complies

(0.1 M HCI solution)

b. disintegration nmt 1 hour 10 min
in intestinal fluid
(phosphate buffer
solution pH 6.8)
Assay:
DOM72 285 to 315 mg / capsule 298 mg / capsule
(calculated)
a-Pinene content 29to 57 mg/ capsule 36 mg / capsule
Limonene content 86 to 126 mg / capsule 105 mg / capsule
1,8-Cineole content 120 to 164 mg / capsule 141 mg / capsule
Microbiological purity:
Microbiological purity: acc. to Ph. Eur. 5.1.4.
non aqueous preparation for oral use
TAMC: <10° CFU/g <250 CFU/g
TYMC: < 10* CFU/g < 25CFU/g
Escherichia coli absent (in 1 g) complies

Tested on: 27 August 2020

CERTIFICATION STATEMENT:

I hereby certify that the above information is authentic and accurate. This product batch has been
produced/manufactured, including packaging 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 records were
reviewed and found to be in compliance with GMP.

This Certificate of Analysis is issued in both English and Russian language. In the case of any
discrepancies between the English and Russian text, the English text shall prevail.

alified Person (Signature; Date of Signature)
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JEPXJIIKCITYXBA
JNEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIN OBJIACTI

npocnekt Banepis Jlobanoscekoro, S1, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Ko €JIPTIOY 37078774

BUCHOBOK
Npo AKiCTL BBe3eHOro B YKpaiHy JlikapcbKoro 3aco0y

10.02.2021 Ne 865/21/10

PECIHEPO MUPTOJI ®POPTE

(HafMeHyBaHHS NiKapchKoro 3acoy 3riAHO 3 PEECTPaUiAHMM NOCBIAYCHHSM)
KAINCy./ M KHIIKoBopo3auiHi mo 300 mr no 10 kancy.n y Guicrepi, o 2 GJuicTepH y KapTOHHIH
KOpoO1i

((popMa BHITYCKY, N03yBaHHS, BUA NaKyBaHHs Nlikapchkoro 3acoly)

Howmep peectpauiiitoro nocsinuenns UA/4948/01/02 ctpok aif peectpauiiinoro nocsinuents 01.01 2099

Cepis nikapcbkoro 3aco6y Ne 271759 KinbkicTs BBe3eHOr0 Nikapcbkoro 3acoby 15120
BupobHiik . ITonws-Bockamn I'm6X & Ko. KI'., HimewyunHa
(HaliMeHyBaHHS BUPOOHHUKA JiKapcbkoro 3acoby, KpaiHa OXOMKEHHS)
BseseHo B YkpaiHy CnijibHe YKPaiHCbKO-eCTOHCHKE NiANPHEMCTBO Y GpopMi TOBapHCTBA
3 o6meskenolo BignmosinaapHicTio "Onrima-®apm, JITH", inenr. xon:
21642228

(naiivenyBanHs Ta koa 3a €JIPIIOY iopuanunoi ocobu abo npissuue, im's, 1o GarbkoBi izuuHOT
0co6u - nianpuemus, i Micue NpoxuBaHHA Ta peecTpauifHmui Homep 00NIKOBOT KAPTKK NATHHKA
noaatkis aGo cepis Ta HOMEp NacrnopTa)

Mpotokoa BisyansHoro koutposo sia 10.02.2021 Ne 0070/2.

3a pesynbTaTaMM JePXKABHOTO KOHTPONIO BCTAHOBAEHO, 1O Jikapchkuii 3aci6 BBe3eHO B VYikpaiHy 3

0CTi JliKapcbKux 3acobiB.
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RECYCLING ™"

FO 0003

CepTudukart anaansa

IIponyxkr:

PonL Boskamp f

Pecnepo MupTtoa ¢opre kancyiibl kumeunopacrsopumsie 300 mr
Ne20 (10x2) B 6:mucrepax

Howmep perucrpanuonHoro ynocropepenus: UA/4948/01/02

Howmep cepun:
Pa3zmep cepuu:

271759
69 268 x 20 kancyn

ITocraBiseMoe KOJIMYECTBO: CM.OIOKYMEHTBI ITOCTaBKH

Jlata mpou3BoACTBa:
Cpox rogHOCTH:
Ho3suposka/ConepskaHue:
ITpousBopuTens:

16 mas 2020

05/2023

1 xancyna conepxxur DOM72 300 mMr
I".ITons-Bockamn I'mM6X &Ko.KI'

Kunep llrpacce 11, 25551 Xoxennokmren, ['epmanus

Howmep nmuuen3un Ha npoussoacrso: DE_SH_01_MIA_2019_0012

Iloxa3zarens Hopma , Pesynerar
Onucanne IlpospayHble MATKHE KETATHHOBBIE KAICYJIE, COOTBETCTBYET
(OBaJIbHEIE) €CTECTBEHHOM OKpPaCKH (KEITOBATHIE).
ConepxuMoe Karcymb:
IIpo3paunas }UAKOCTH C XapaKTEPHEIM 3a[1aXOM. COOTBETCTBYET
[ToanuHHOCTR:
opnuanOCTS A. HK-cniekTp coaepXHMOro KancyJisl JOJDKEH COOTBETCTBYET
(MK-cnekrp) COOTBETCTBOBATh CIIEKTPY CPaBHEHHA.
INopmmaHOCTS B. XpoMaTorpaMMa HCITBITYEMOTO PacTBOpa COOTBETCTBYET
(rasoBas xpomMaTorpadus) II0Ka3bIBaeT 3 IHKa, 10 BpeMEHaM YAep)KHBaHHA
Xpomarorpadpudeckuit noA0o6HEIX 3 MMKaM Ha XpOMaTOrpaMMe pacTBOpa
NpodHIIL: CpaBHEHHSA
Yucrora:
IToxasarens mpenomnenuss  1.460 — 1.480 1.468
(nDZO)
DapMaleBTHIECKHE TECTHL:
Cpennsist Macca
COZIEPXKUMOTO KaICYJIBI 450 Mr + 7,5% 451 mr
OnHOpOAHOCTH MacCHl Macca conepxxumoro He 6onee 2 COOTBETCTBYET

HHIUBUIYATBHBIX KalcCyJd MOXKeT OTKJIOHATHCA
OT CPE/IHEH MACChI COAEP)KUMOTO KaICyiisl 6oiree,

geM Ha + 7,5%;

Macca comepxuMOro He OIHO# KarCyIIbl HE MOXKET COOTBETCTBYET
OTKJIOHATECS OT CPEAHEH MacCEl COAEPKHMOT0

6oiee, yeM Ha +15%.
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RECYCLING ™+

FO 0009

PoHL BoskAamP
CepTudukar anaauza

IIponyxr: Pecnepo MupToa ¢opre kancynnl knmeuynopacrsopumsie 300 mr
Ne20 (10x2) B Giimcrepax :

Howmep perucrpanmonsoro ynocrosepenus: UA/4948/01/02

Homep cepuu: 271759

ITokazarens Hopma Pesynerar

PacnamaeMocTh:

a. YCTOM4YMBOCTD K XKETyJOYHOMY

coky (0,1 M pacreop HCI) HE MeHee 2 YacoB COOTBETCTBYET

b. pacnafaeMoCTs B KHIIEIHOM
coke (poctarueni 6ydepHIil

pactsop pH 6,8) He 6onee 1 4 10 mun
KonuuecTBeHHoe onpezienenwue:

Conepxanne DOM72

(BBIYHCIEHHOE) 285 — 315 mr / xancyna298 298 mr / xancyna
ConeprxaHue o-HHEHA 29 - 57 mr / kancyna 36 Mr / xancyna
Conepxanne muMoHeHa 86 — 126 mr / xancyna 105mr / xanicyna
Conepxanue 1,8-muneona 120 —164 mr / kancyna 141 mr / xancyna

Mukpo0no0rayecKas YHCTOTA:

Muxpo6uonorudeckas 4ucToTa: cornacHo Esp.d.5.1.4
HEBOJIHbIE NpenapaTk! U1 IPHEMa BHYTPh

O6mee xonuuecTBO a3po6HBIX MUKpoopranu3Mos: < 103 KOE/ r <250 KOE/r
Ob1ee KOMMIECTBO POXOKEBEIX U ILIECHEBHIX Ipr6oB: < 102KOE/ r < 25KOE/r
Escherichia coli orcyrcTByer (B 1 1) COOTBETCTBYET

Mata ananusa: 27 asrycra 2020

3ASBJIEHUE CEPTUOUKALIVH:

S HacTosmuM 3aBepsio, YTO UHPOPMALMS, U3TOXKEHHAS BHIIIE, SBISETCS TOYHOH H JIOCTOBEPHOH.
IIponecc mpousBoncTBa NaHHON CEpUH MpPOXYKTA, BKIIOYAs YIIaKOBKY/MapKHPOBKY M KOHTpPOJb
Ka4yecTBa, OBII OCYIIIECTBJIEH B TOJHOM COOTBETCTBHH C TpeGoBaruaMu GMP, yTBEpXICHHBIMU
MECTHBIMH KOHTPOIMPYIOUIMMH OPTaHaMH, U ClIEUMHUKAlMAMH PETHCTPALIHOHHOTO YAOCTOBEPEHHS
MMIIOPTHPYIOIIEH CTPaHEl, WK TPeGOBaHUAMHE CHelHHKALMH UL TPOAYKTOB, PeAHA3HAYCHHEIX
Ans uccnenoBaHui. OT4YeTE! 0 NPOU3BOACTBE, YIAKOBKE H aHATHTHYECKHX MCTIBITAHMAX CePHH GEUTH
NpOaHaIH3HPOBaHbl ¥ NPH3HAHEI YAOBJIETBOPAIOMUMY cTaHgapTam GMP.,

HacTostmuii cepTiduUKaT aHanH3a BHIYIIEH Ha aHMIHHCKOM M PYCCKOM f3BIKaX. B ciydae mo6rx
PacxXoXIeHHH MeXIy TEKCTOM Ha aHTIHHACKUM M PYCCKHM A3BIKAX, TEKCT HA AHITIHHCKOM S3BIKE
HMEET NPHOPUTETHOE 3HAYECHHE.

ITIOJIb BGC I1

é Dr. J. Nemetz
e f L DR

YpénHomMoueHHOE JIHIIO(TIOANMCE; AaTa IIOATHMCAHHU)
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RECYCLING ™

FO 0009

PoHL BoskAMP

Certificate of Analysis

Product:

Marketing Authorization Number:

Batch No.:

Batch size:

Quantity delivered:
Manufacturing date:
Expiry date:

Unit of dose description:
Manufacturer:

Respero Myrtol forte enterosoluble capsules 300 mg

N220 (10x2) in blisters
UA/4948/01/02
271759
69.268 x 20 capsules
see shipping documents
16 May 2020
05/2023
1 capsule contains DOM72 300 mg
G. Pohl-Boskamp GmbH & Co. KG

Kieler Strae 11, 25551 Hohenlockstedt, Germany

Manufacturing authorization number: DE_SH_01_MIA_2019_0012

Test Requirement Result
Description: Transparent soft gelatine capsules (oblong) with complies
a natural (yellowish) colouring
Capsule contents:
Transparent liquid with a characteristic odour complies
Identification:
Identification A :
(FTIR-spectrum): FTIR-spectrum taken from the capsule filling complies
must comply with the reference spectrum.
Identification B
(Gas chromatography):
Chromatographic profile: ~ The gas chromatogram obtained with the sample complies
solution shows 3 peaks similar in retention time of
the 3 peaks in the chromatogram obtained with the
reference solution.
Purity:
Refractive index (n2’) 1.460 to 1.480 1.468
Pharmaceutical tests:
Average weight of 450 mg +/- 7.5 % 451 mg
capsule contents
Uniformity of weight The weight of contents of not more than complies
2 individual capsules may differ from the
average weight of capsule contents by more
than + 7.5 %;
The weight of contents for any of the capsules complies

may not differ from the average weight of
contents by more than + 15 %
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FO 0003

Poui. Boskamp

Certificate of Analysis

Product: Respero Myrtol forte enterosoluble capsules 300 mg
N220 (10x2) in blisters

Marketing Authorization Number: ~ UA/4948/01/02

Batch No.: 271759

Test Requirement Result

Disintegration: :

a. gastric resistance at least 2 hours complies

(0.1 M HCI solution)

b. disintegration nmt 1 hour 10 min
in intestinal fluid
(phosphate buffer
solution pH 6.8)
Assay:
DOM72 285 to 315 mg / capsule 298 mg / capsule
(calculated)
a-Pinene content 29to 57 mg/ capsule 36 mg / capsule
Limonene content 86 to 126 mg / capsule 105 mg / capsule
1,8-Cineole content 120 to 164 mg / capsule 141 mg / capsule
Microbiological purity:
Microbiological purity: acc. to Ph. Eur. 5.1.4.
non aqueous preparation for oral use
TAMC: <10° CFU/g <250 CFU/g
TYMC: < 10* CFU/g < 25CFU/g
Escherichia coli absent (in 1 g) complies

Tested on: 27 August 2020

CERTIFICATION STATEMENT:

I hereby certify that the above information is authentic and accurate. This product batch has been
produced/manufactured, including packaging 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 records were
reviewed and found to be in compliance with GMP.

This Certificate of Analysis is issued in both English and Russian language. In the case of any
discrepancies between the English and Russian text, the English text shall prevail.

alified Person (Signature; Date of Signature)
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JEPXJIIKCITYXBA
JNEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIN OBJIACTI

npocnekt Banepis Jlobanoscekoro, S1, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Ko €JIPTIOY 37078774

BUCHOBOK
Npo AKiCTL BBe3eHOro B YKpaiHy JlikapcbKoro 3aco0y

10.02.2021 Ne 865/21/10

PECIHEPO MUPTOJI ®POPTE

(HafMeHyBaHHS NiKapchKoro 3acoy 3riAHO 3 PEECTPaUiAHMM NOCBIAYCHHSM)
KAINCy./ M KHIIKoBopo3auiHi mo 300 mr no 10 kancy.n y Guicrepi, o 2 GJuicTepH y KapTOHHIH
KOpoO1i

((popMa BHITYCKY, N03yBaHHS, BUA NaKyBaHHs Nlikapchkoro 3acoly)

Howmep peectpauiiitoro nocsinuenns UA/4948/01/02 ctpok aif peectpauiiinoro nocsinuents 01.01 2099

Cepis nikapcbkoro 3aco6y Ne 271759 KinbkicTs BBe3eHOr0 Nikapcbkoro 3acoby 15120
BupobHiik . ITonws-Bockamn I'm6X & Ko. KI'., HimewyunHa
(HaliMeHyBaHHS BUPOOHHUKA JiKapcbkoro 3acoby, KpaiHa OXOMKEHHS)
BseseHo B YkpaiHy CnijibHe YKPaiHCbKO-eCTOHCHKE NiANPHEMCTBO Y GpopMi TOBapHCTBA
3 o6meskenolo BignmosinaapHicTio "Onrima-®apm, JITH", inenr. xon:
21642228

(naiivenyBanHs Ta koa 3a €JIPIIOY iopuanunoi ocobu abo npissuue, im's, 1o GarbkoBi izuuHOT
0co6u - nianpuemus, i Micue NpoxuBaHHA Ta peecTpauifHmui Homep 00NIKOBOT KAPTKK NATHHKA
noaatkis aGo cepis Ta HOMEp NacrnopTa)

Mpotokoa BisyansHoro koutposo sia 10.02.2021 Ne 0070/2.

3a pesynbTaTaMM JePXKABHOTO KOHTPONIO BCTAHOBAEHO, 1O Jikapchkuii 3aci6 BBe3eHO B VYikpaiHy 3

0CTi JliKapcbKux 3acobiB.

AOTPHMAHMSAM BuMOr 3aKOHOABCTBA OO 3abe3neueHHs
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