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PoHL BoOs:

Manufacturer Batch Certificate of Compliance

N AR,

4 //A\:-

Product: ResperoMyrtol
API Myrtol&
Importing Country: Russia

Marketing Authorization Number: ~ [1N012303/01
Normative Document Number: ITNO012303/01-140709 as amended by Ch. No. 1, 2, 3,
4,5,6,7,8,9,10,11, 12, 13, 14, 15

Strength / Potency: 120 mg

Dosage form: Capsules enterosoluable
Package size and type: 70.880 x 20 Capsules
Batch number: 501014

Date of manufacture: 11 October 2024
Expiry Date: 10/2028

API name: Myrtol standardized
API batch number: 404639

Name and address of manufacturer of the drug substance

X] Robertet S.A.
37, avenue Sidi-Brahim
06130 Grasse, France

Name and address of manufacturer

X G. Pohl-Boskamp GmbH & Co. KG
Kaddenbusch 4 and 11
25578 Dégeling, Germany

Name and address of packaging site
<] G. Pohl-Boskamp GmbH & Co. KG
Kaddenbusch 4 and 11
25578 Dégeling, Germany

Name and address of manufacturer (quality control)
G. Pohl-Boskamp GmbH & Co. KG

Kaddenbusch 4 and 11
25578 Diégeling, Germany
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PoHL BOSKAMP

Name and address of manufacturer (batch release)

X G. Pohl-Boskamp GmbH & Co. KG
Kieler Strasse 11, 25551 Hohenlockstedt
Germany

Results of analysis: See Certificate of Analysis

Comments/remarks: A

I hereby certify that the above information is authentic and accurate. This batch of product has
been fabricated / manufactured, including packaging and quality control at the above
mentioned site(s) 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 and analysis records were reviewed and found to be compliance with
GMP.

This Manufacturer Batch Certificate of Compliance 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.
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CepTudHKAT COOTBETCTBUS

[Iponyxr: Pecniepo Muproa
MHH: Mpupron&
Crpana-umMnoprep: Poccus

Howmep peructpanuonsoro ynocrosepenus: 11 N012303/01

OSKAMP

PexBu3uThl HopMaTHBHOM JokyMmeHTanmu: 11 N012303/01 - 140709 B, uamenenns Ne 1, 2,
3,4,5,6,7,8,9,10, 11, 12, 13, 14, 15

Jlo3upoBKa / aKTUBHOCTH: 120 mr
JlexapcTBeHHas opma:

Pa3mep u TUn ynmakoBKu: 70.880 x 20 xancyin
Howmep cepuu: 501014

Jlata mpousBoJICTBA: 11 oxTs16pst 2024
CpoK roJIHOCTH: 10/2028

KarcCyJbl KHINEYHOPACTBOPHUMBIC

HaumenoBanue (papMarieBTHYECKOM CyOCTaHIIMK: MHPTOJI CTAaHAAPTU3HPOBAHHBIN

Homep cepuu dapmaneBTrueckoit cyocranmuu: 404639
HasBanue u ajipec Mpou3BOAUTENS (papMaIieBTHIECKOH CyOCTaHIH:

Robertet S.A.
37, avenue Sidi-Brahim
06130 Grasse, France

Ha3zpanwue u aJapeC MPOU3BOAUTEIIA:

X G. Pohl-Boskamp GmbH &
Kaddenbusch 4 and 11
25578 Digeling, Germany

HasBanwe u ajipec yrakoBIIHKa:

X] G. Pohl-Boskamp GmbH &
Kaddenbusch 4 and 11
25578 Digeling, Germany

HasBanue u azipec Ipou3BOAUTENS (KOHTPOJIb KA4ecTBa):

X] G. Pohl-Boskamp GmbH &
Kaddenbusch 4 and 11
25578 Dégeling, Germany

Co. KG

Co. KG

Co. KG
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Ha3zBanue u ajpec mpou3BOAUTEINS (BBILYCK CEPUN):

G. Pohl-Boskamp GmbH & Co. KG
Kieler Strasse 11, 25551 Hohenlockstedt
Germany

Pesynprar ananusa: Cwm.cepTudukat aHammsa

[Ipumeuanus: A.

Hacmosuyum s yoocmosepsiio, Yymo GvlulenpuedeHHas UHGopmMayus 00CmogepHda U moyHda.
Lannas cepus npooyxma Ovlia npousgedeHd, 6KI04As YNAKo6KY U KOHMPOLb Ka4ecmed, Ha
BLIUUEHA36ANHBIX NIIOWAOKAX 6 NOJNHOM coomeemcmeuu ¢ mpeboganusmu npasun GMP
MECmHO20 pe2yismopHo20 O0p2ana 1acmu U co cneyupukayuamy, YKA3aHHoIMU 6
pe2ucmpayuoHHomM — y0ocmosepenuy — umnopmupyioujeii  cmpauvl.  IIpouseoocmeennasn
OOKYMeHmayus U pe3ynomamel aHaiu3a Ouliyu paccmMompensl U HAaOeHbl HaAXOOAUWUMUCS 6
coomeemcmeuu ¢ mpebosanusmu GMP.

Hacrosiimuii cepTr()UKaT COOTBETCTBHS IIPOU3BOIUTEINS HA CEPHIO BBIIYIIEH HA AHIIIHACKOM
U PYCCKOM sI3bIKaxX. B ciydae mmo0ObIX pacxoIeHui MeX/ Iy TEKCTOM Ha aHITIMHACKOM H
PYCCKOM sI3BIKaX, TEKCT Ha aHIJIMHACKOM SI3bIKE UMEEeT IIPHOPUTETHOE 3HAYECHHE.

Dr Jorn Nemet?
Hohenlockstedt / 27 March 2025
XOXEHJIOKIIITENT

Qualified Pérson /
VII0JIHOMOYCHHOE JIHIIO
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Product / IIponyxr:

Batch number / Homep cepun:

Pq

Respero Myrtol / Peciepo MupToJ

501014

YHI. BOSKAMP

Test / IloxkazaTenn

Requirements / Hopma

Result / PesyapTar

Description

Onucanue

Identification:

IR-spectrum

Gas chromatography

Oval soft semi-transparent,
gelatine capsules. Capsule
filling is an oily transparent,
colourless to yellowish liquid
with a characteristic odour.

OBaJIbHEIE MSITKHE
MOJIYIIPO3pavyHbIe
JKEITaTHHOBBIE KaIICyJIbL.
Conepxumoe Karcysn —
MacJISTHUCTAas! IIpo3payHasi, OT
OeCLIBETHOM JI0 JKEJITOBATOM
KHIKOCTD C XapaKTEPHBIM
3aIaxoM.

IR-spectrum of preparation has
to coincide by position of main
absorption bands with attached
spectrum.

Relative retention times (related
to internal standard) of the main
peaks in the chromatogram of
the test solution have to
correspond with retention times
of respective peaks in the
chromatogram of the standard
solution.

Oval soft semi-transparent,
gelatine capsules. Capsule
filling is an oily transparent,
colourless to yellowish liquid
with a characteristic odour.

OBaJIbHBIE MSITKHE
MTOJTYIIPO3payHbIe
JKEJTATHHOBBIE KarCyJIb.
Conepxumoe Karcyi —
MacCIISTHUCTAas ITPO3pavHasi, OT
O€eCIIBETHOH IO JKEJITOBATO
KHUJIKOCTH C XapaKTEPHBIM
3aIaxoM.

IR-spectrum of preparation
coincides by position of main
absorption bands with attached
spectrum.

Relative retention times (related
to internal standard) of the main
peaks in the chromatogram of
the test solution correspond
with retention times of
respective peaks in the
chromatogram of the standard
solution.

03/2023 abo, page 5 of 11
Russia



Product / [Ipoxyxr:

Batch number / Homep cepuu:

PoruL BOSKAMP

Respero Myrtol / Peciepo MupTton

501014

Test / IlokazaTean

Requirements / Hopma

Result / PesyabTaT

IJoANMMHHOCTE:
NK-cnextpockonust

I"a3oBas
xpomarorpadust

Refractive index

TToka3zarenn
TIPEIIOMITCHUS

Uniformity of mass of
dosed dosage forms

OIHOPOAHOCTH MACCHI
JIO3UPOBAHHBIX
JIEKapCTBEHHBIX (popM

NK-cnexTp mpemnapara JJoDKeH
COBIIQJIATh IO MOJIOXKCHHUIO
OCHOBHBIX I10JIOC TTOTJIOTIECHHUS
MIPHJIAara€éMOMY CIIEKTPY.

OTHOCHUTENBHBIE BpEMEHA
yAEPKUBaHUSL (OTHOCUTEIHHO
BHYTPEHHETO CTAHJ1apTa)
OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme UCIIBITYEMOTO
pacTBOpa JOIKHEI
COOTBETCTBOBATH BPEMEHAM
YAEPKUBAHUS
COOTBETCTBYIOIIUX ITMKOB Ha
XpOMaTorpaMMe CTaHAApTHOTO
pacTtBopa.

From 1.450 to 1.470

ot 1,450 mo 1,470

Average weight:
240 mg +/- 10%
(from 216 to 264 mg)

Deviation of filling weight of
every capsule from average
weight should not

exceed +/- 10%;

except for 2 capsules,

where weight can deviate

up to +/- 20%.

Cpennsis macca:
240 mr +10%
(ot 216 1o 264 mr).

UK-cnextp nmpenapara
COBIIQJIAET TI0 MOJIOKEHUIO
OCHOBHBIX IT0JIOC TTOTJIOIEHUS
MIPUIIAraeMOMY CIIEKTDY.

OTHOCHTENBHBIE BpEMEHA
yAEepKUBaHUSL (OTHOCUTEIHHO
BHYTPEHHETO CTaH/1apTa)
OCHOBHBIX ITHKOB Ha
XpOMaTOTrpaMMe UCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT
BpeMeHaM YICpXKUBaHUS
COOTBETCTBYIOIIMX ITHUKOB Ha
XpOMaTorpaMMe CTaHIaPTHOTO
pacTBopa.

1.457

1.457

246 mg

complies

complies

246 MT
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Product / IIpogyxrt:

Batch number / Homep cepun:

| [ PR [ PR

POHL BOSKAMP
Respero Myrtol / Peciepo MupToa

501014

[ .

Test / [loxka3zaTean

Requirements / Hopma

Result / PesyabTat

Disintegration test

PacnagaeMoctb

Assay:

Myrtol standardized
alpha-pinene
limonene

1,8-cineole

KoanuecTBeHHOE
OIIPEJICICHHE:

Conepkanue MUPTOJIA
CTaHIAPTH3UPOBAHHOT
0

Coneprxanue anbda-
TTHHEeHA

OTKJIIOHEHHE MaCChI
COJIEPIKIMOT'0 KaXKJIOH KaIlCyJIbI
OT CpeJiHel MacChl He JIOJDKHO
npeBbiaTh +£10%,

3a HCKJIFOYEHUEM JBYX KarCyl,
JUTSI KOTOPBIX JIOILYCKAEeTCst
otkionenue +20%.

Capsules should not
disintegrate during 2 hours
in 0.1 M solution of
hydrochloric acid;

should disintegrate during
1 hour in phosphate buffer
solution (pH 6.8)

He nomxHs! pacniaaTses B
teuenne 2 4 B 0,1 M pactBope
KHCJIOTBI
XJIOPHUCTOBOAOPOIHOM;
JLomKHBI pacnazaThscs B
teueHue 1 4 B pocdarHoM
0ydepuom pactBope pH 6,8.

from 114 to 126 mg/capsule
from 8 to 23 mg/capsule

from 30 to 50 mg/capsule
from 30 to 66 mg/capsule

ot 114 mo 126 mr/kancyna

oT 8 10 23 mr/karcysna

COOTBETCTBYET

COOTBCTCTBYCT

nlt 2 hours

19 min

HE MeHee 2 4acoB

19 Muu

122 mg/capsule
15 mg/capsule
43 mg/capsule
59 mg/capsule

122 mr/kamncyina

15 mr/kxancyna
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Product / [Tpoxyxr:

Batch number / Homep cepun:

DAarsy DAcT” A & Ay

POHL BOSKAMP
Respero Myrtol / Pecnepo MuproJ

501014

Test / Iloka3zaTesn Requirements / Hopma Result / Pe3yasTaT

Coneprxanue ot 30 mo 50 Mr/kancymna 43 Mr/kancyna

JMMOHEHA

Conepxanue 1,8- ot 30 1o 66 Mr/karncymna 59 mr/kancyna

IIUHEOJIa

Microbiological GF RF, GM 1.2.4.0002.18 <<Microbiological purity>> Category

purity: 3A (Solid (nonaqueous) drugs for oral use), Ph. Eur. (current
edition of Pharmacopoeia)

TAMC nmt 10* CFU/g < 100 CFU/g

TYMC nmt 10> CFU/g < 50 CFU/g

Escherichia coli

MuxkpoOHroJIornyecKa
sL YUCTOTA:

OO011ee yuciio
a’pOOHBIX
MHKPOOPTaHU3MOB

OO011ee yuciio
JIPOYNOKEBBIX U
IJIECHEBBIX TPUOOB

OTtcyTtcTBHE
EscherichiacoliB 1 r

Package

VmaxoBka

absentin 1 g absentin 1 g

B cooTBeTCTBUH ¢ ['D PD, ODC 1.2.4.0002.18
"Muxkpobuonoruueckas yucrora" Kareropus 3A (TBepasie
(HeBOJIHBIE) IIpETIapaThl sl IIpreMa BHYTPb)

/ EBp.@apm. (Texyrmras Bepcust @apMakonen)

me 6oee 10° KOEB I T < 100 KOE/r

He 6ostee 10° KOEB I T < 50 KOE/r

OTCYTCTBYeT B 1 I OTCYTCTBYeT B 1 T

10 capsules in one blister
package.

10 capsules in one blister
package.

2 blister packages together with
instruction for use in carton
box.

2 blister packages placed
together with instruction for use
in carton box.

[To 10 xancyn B OJIHCTEPHYIO
YIIaKOBKY.

ITo 10 xancyn B 6ucTepHOU
yIIaKOBKe.

2 GIIUCTEPHBIX YIAKOBKH
BMECTE C MHCTPYKLIUEH 10

2 GIUCTEPHBIX YIIAKOBKH
BMECTE C MHCTPYKIUEH 110
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Product / ITponxyxT:

Batch number / Homep cepun:

PoHL Bos

KAMP

Respero Myrtol / Pecnepo MuproJ

501014

Test / Iloxa3zarenn

Requirements / Hopma

Result / PesyabTat

Labelling

MPUMEHEHHIO TIOMEIAIOT B
KapTOHHYIO IAuKy.

Must correspond to the section
labelling of the ND.

On the blister package should

IIPUMCHCHHUIO ITOMCIICHEI B
KapTOHHYIO IT1aYKY.

complies

complies

be specified in Russian:

Trade name of preparation,
strength, batch number, expiry
date, logo, dosage form.

On the folding box should be
specified

name of manufacturer, it’s
address, country, trade name of
preparation, trade name of
preparation in Latin, modified
INN, number of capsules in a
package, batch number, expiry
date («best before»), «Store out
of the reach of children»,
indications: «At acute and
chronic bronchitis and also at
inflammation of paranasal
sinuses (sinusitis)"», barcode,
storage conditions, pharmacy
purchasing terms, logo, dosage
form, strength, composition:
«one capsule contains 0,12 g of
myrtol standardized to minimal
content of 30 mg limonene, 30
mg cineole and 8 mg
a-pinene», «method of
administration: see instruction»,
«For oral administration»,
marketing authorization
number, identification mean

complies

Package marked with internal
typographical signs and codes
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Pour Boskamr [8 3%

Product / IIpomykr: Respero Myrtol / Peciepo MﬂpTO.H N7
Batch number / Homep cepun: 501014
Test / Iloka3aTean Requirements / Hopma Result / Pe3yabTar
Marking of package with such as bar codes, item number
internal typographical signs and and dimensions.
codes is allowed.
MapkupoBka JloioKHA COOTBETCTBOBATH COOTBETCTBYET

pazneny HJl «MapkupoBka»

Ha xoHTypHOH sTuelikoBOM COOTBETCTBYET
YIIAKOBKE Ha PYCCKOM SI3BIKE

YKa3bIBalOT TOPrOBOE HA3BaHUE

npenapara, J03UpOBKY, HOMED

CepuH, T'OJIEH /10, JIOTOTHII,

JIEKapCTBEHHYIO (OpMY.

Ha mauke yka3pIBaloT Ha3BaHUE COOTBETCTBYET
IIPEIIPUATHSI-U3TOTOBUTEILS,
€ro aJipec, CTpaHy, TOProBO€
Ha3BaHUe IIperapara, TOproBoe
Ha3BaHUE IIperapara Ha
JaTUHULE, TPYIIIAPOBOYHOE
Ha3BaHHUE, KOJIMYECTBO KarcyJl
B yIIaKOBKE, HOMED CEpUH, CPOK
rofHOCTH (TOJEH JI0...),
«XpaHUTh B HEJIOCTYITHOM JJIsI
JieTell MecTe», MoKa3aHusl K
MPUMEHEHHUIO: «IIPH OCTPOM U
XPOHUYECKOM OpOHXHTAX, a
TaKXKe IIPU BOCIIAJICHUN
MIPUIATOYHBIX [1a3yX HOCA
(cuHyCHTaX)», INTPUX-KOJI,
YCIIOBMSI XpPaHEHHMS], YCIIOBUS
OTILyCKa, JIOTOTHII,
JIEKapCTBEHHYIO (opmy,
JIO3UPOBKY, COCTAB: «OJHA
Karicyisa cogepxxur 0,12 r
MUPTOJI CTAaHJAPTU3UPOBAHHBIH
Ha MUHUMYM 30 MI IUMOHEHA,
30 Mr muHEONIa B 8 MT 0~
nuHeHay, «Crnocob
MIPUMEHEHMSI: CMOTPH
HHCTPYKITHIO», «J[71s1 mprema
BHYTPBb», HOMED
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PoaL BOoskAMP

Product / IIpogyxkr: Respero Myrtol / Pecnepo Muprou

Batch number / Homep cepun: 501014

Test / IloxkazaTenan Requirements / Hopma Result / PesyabTat
PETUCTPALIUOHHOTO
yJIOCTOBEPEHHSI, CPEJICTBO
HUICHTH(DUKAITIH.

Jomyckaercst HaHECEeHUE Ha
YIIaKOBKY BHYTPEHHHX

THITOrPa()CKIX 3HAKOB M KOJIOB.

Shelf life 4 years

Cpox rogHOCTH 4 ronma

Storage In original package, at
temperatures not exceeding
25°C;

XpaHeHue B opurvHanbHOM yIakoBKe,
IIPU TEMIIEPATYpPE HE BBIIIE
23 °C.

Ha ymaxkoBKky HaHECEHBI
BHYTPEHHHE THUIIOTpaCKue
3HAKH ¥ KOJIBI, TAKUE KaK
HITPUXOBBIE KOJIbI, TOBAPHBIH
HOMEp U pa3Mephl.

4 years
4 ronma

complies

COOTBETCTBYECT

The batch complies with the legal requirements of ND. /
Cepust COOTBeTCI% TpeboBanusam HJI.

-’

POHL BOSK /ldP / TIOJIb BOCKAMIT
¢ . (3‘

r Jorn Nemetz
Qualified Person / Y1II0JIJHOMOYEHHOE JTULIO
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M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPXKXJIEHHUE COOTBETCTBUA

Ne TIC-501014

Toprosoe HaMMEHOBaHUE Pecniepo Mupron

MexnyHapogHOE HENMaTeHTOBAHHOE HAMMEHOBAHUE Mupron

(TpyIMpOBOYHOE UM XMMHYECKOER)

JlekapcTBeHHas opma Karmncyibl kuieyHopacTBOpUMBIE

Jo3upoBka 120 mr

®opma BbIITyCKa 10 mwt., 6muctepa (2), KOpoOKu
KOPTOHHBIE

Howmep cepuu (naprun): 501014

O06Bem cepun(mapTun) 70 880

JlaTa npousBoacTBa 11.10.2024

I'onen no 10.2028

HanmenoBanne u aapec mpousBoxutens (¢ IIpousBoauTenb

yKa3aHUEM CTaJHil IPOU3BOJICTBA) (Bce cramuum,BKiIIOYas  BBIMYCKAIOUTUN

KOHTPOJIb KaueCTBa)

I',IHoab-bockamn I'm6X um Ko. KI'
(Kaddenbusch 4 and 11. 25578
Daegeling), 'epmanust

Homep n nata perucTpalluiOHHOTO yI0CTOBEPEHUS ITNO012303/01 ot 12.12.2008
(lata nepeodopmnenus 10.08.2020)
Howmep n nata HOpMaTUBHOM JOKYMEHTAIIUU I1N012303-140709, uzm.1-15
Haumenosanue u azpec nepxkarens | I',ITonb-bockamm I'm6X u Ko. KI'
PETUCTPALIIOHHOTO YJJOCTOBEPEHHS (Kieler Strasse 11,25551.

Hohenlockstedt, I'epmanus

Hacrosimumii 10KyMEeHT NOATBEP:KIAeT:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTCTBYeT 61-O3 «O06 oOpalieHuH JIeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
rOCyJapCTBEHHOM pEerucTpanun

>

== Coxoos B.JI. 15.05.2025

(moxnuck) (mara )

000 “BepnuH-Xemu/A. MeHapuHK"

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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