PoHL BoskaMP

Manufacturer Batch Certificate of Compliance

Product: Respero Myrtol forte
API Myrtol
Importing Country: Russia

Marketing Authorization Number: 11 NO013662/01
Normative Document Number: II N013662/01-031209 as amended by Ch. No. 1, 2, 3,
4,5,6,8,9,10,11, 12,13, 14

Strength / Potency: 300 mg

Dosage form: Capsules enterosoluable
Package size and type: 69.840 x 20 Capsules
Batch number: 502556

Date of manufacture: 13 February 2025
Expiry Date: 02/2029

API name: Myrtol standardized
API batch number: 406167

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 Swiss Caps AG
Husenstrasse 35
9533 Kirchberg, Switzerland

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

Name and address of packaging site

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

Name and address of manufacturer (quality control)

G. Pohl-Boskamp GmbH & Co. KG
Kaddenbusch 4 and 11
25578 Dégeling, Germany
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G. Pohl-Boskamp GmbH & Co. KG
Kieler Strale 11, 25551 Hohenlockstedt
Germany

Name and address of manufacturer (batch release)

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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PoHL B

CemelmxaT COOTBETCTBU

[Iponyxkr: Pecniepo Muprou ¢opre
MHH: Muptoi
Crpana-ummoprep: Poccus

Homep perucrpanmonnoro ympocroBepenust: [ N013662/01

OSKAMP

PexBusutel HopMaTtuBHOU JokymeHTarwe: [1 N013662/01-031209 Bki. uzmenenus Ne 1, 2,

3,4,5,6,8,9, 10, 11, 12, 13, 14
JlozupoBka / akTHBHOCTB: 300 mr
JlexapcTBeHHas popma: KaICyJIbI KHIIIEYHOPACTBOPUMBIE
Pa3mep u THI yIakoBKH: 69.840 x 20 xarcyn
Howmep cepuu: 502556
JlaTa npousBo/iCTBa: 13 ¢espans 2025
Cpox roJIHOCTH: 02/2029

HaumenoBanue apMarieBTHIecKoi CyOCTaHIIMH: MHUPTOJI CTaH{apTH3HPOBAaHHbIHA

Homep cepru papmareBTHIecKoi CyOCTaHIIUN: 406167
HasBauue u ajsipec mpou3BoAUTEN sl (hapManeBTHIECKOH CyOCTaHIIMuU:

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

Haspanwue ¥ ajipec MpOu3BOIUTEIIS:
X] Swiss Caps AG

Husenstrasse 35
9533 Kirchberg, Switzerland

[ ] G.Pohl-Boskamp GmbH & Co. KG

Kaddenbusch 4 and 11
25578 Digeling, Germany

Ha3Banue u ajipec ynakoBIIUKa:

X] G. Pohl-Boskamp GmbH & Co. KG

Kaddenbusch 4 and 11
25578 Digeling, Germany

HaszBanue u ajipec mpou3BoAUTENSI (KOHTPOJIb KAYeCTBa):

G. Pohl-Boskamp GmbH & Co. KG

Kaddenbusch 4 and 11
25578 Dégeling, Germany
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PoHL BoskamP

HasBanwe u afpec mpou3BOAUTEIS (BBITYCK CEPUH):

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

Pesynbrar ananusa: Cwm.cepruduxar ananmsa

[Ipumeuanus: A.

Hacmosiwyum s yoocmogepsio, 4mo gvluienpusedeHtds uHpopmayus 00cmosepra u moyHda.
Jlannas cepus npooykma 6viia npouzgedend, KIIOUAs YNAKOBKY U KOHMPONb Kayecmed, Hd
BLIULCHA3BAHHBIX NAOWAOKAX 6 MNOAHOM coomeemcmeuu ¢ mpebosanuamu npasunr GMP
MECMHO020 pe2yNamopHo20 Op2aHd 6Glacmu U €O Cheyupurayusimu, YKA3aHHLIMU 6
pe2ucmpayuoHHoM — y0ocmogepeHuu  umnopmupyioweti  cmpauvl.  IIpouzeoocmeennas
OOKYMeHmMayus U pe3yibmamvl aHAnIu3d ObLIU paccCMOmMpensl U HALOeHbl HAXOOAUWUMUCS 8
coomeememauu ¢ mpebosanusimu GMP.

Hacrosimuii cepTH(PUKAT COOTBETCTBHUS IIPOU3BOIUTENSI HA CEPUIO BBIMTYIEH HA aHTJIUHCKOM U
PYCCKOM sI3bIKax. B ciryuae FOOBIX pacXOXXACHUN MEXITY TEKCTOM Ha aHTJIMHCKOM U PyCCKOM
SI3BIKAX, TEKCT Ha aHIVIMHCKOM SI3bIKE MMEET IPHOPUTETHOE 3HAUCHHE.

______ /4 Hohenlockstedt / 09 July 2025
Qualified Person / XOXEHJIOKIITEAT

YIOJIHOMOYEHHOE JIUI0
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Product / IIponyxr:

Batch number / Homep cepuu:

PoHL

D] T ARAT
DOSKAMP

Respero Myrtol forte / Pecnepo MuptoJu ¢opre

502556

Test / lloka3aTenb Requirements / Hopma Result / PesyasTat

Description Soft, transparent, Soft, transparent,
oblong gelatine capsules. oblong gelatine capsules.
Capsule filling is an oily Capsule filling is an oily
transparent, colourless to transparent, colourless to
yellowish liquid with a yellowish liquid with a
characteristic odour. characteristic odour.

Omnucanune Msirkue xenaTUHOBBIE Msirkue »enaTuHOBbIE
KaICyJIbl, IPO3pavyHbIe, KariCyJibl, IIpO3pavHEbIe,
POIOJITOBATON (hOPMEL. MIPOJIOITOBaTOMN (POPMBL.
Conepxumoe Karcyi — CoziepxuMoe Karcyi —
MAaCIISTHUCTAsI Tpo3paydHasi, OT  MAacJSIHUCTAs IIpo3padHasi, OT
O€eCIIBETHOH IO JKEJITOBATOM O€eCLIBETHOII JT0 YKEJITOBATOM
MKHJIKOCT C XapaKTepHBbIM YHUJIKOCTH C XapaKTepHBbIM
3a1axoM. 3aI1aXOM.

Identification:

IR-spectrum

Gas chromatography

IR-absorption spectrum of
preparation in the range

from 4000 to 650 cm™! should
have full coincidence of
absorption bands with the
absorption bands of the
reference spectrum.

The chromatogram of the test
solution, prepared for the
assay, should show 3 peaks
with similar relative retention
times (relative to 1-hexanol)
as the 3 peaks in the
chromatogram obtained with
the standard solution A.

IR-absorption spectrum of
preparation in the range
from 4000 to 650 cm™ has full

coincidence of absorption bands
with the absorption bands of the

reference spectrum.

The chromatogram of the test

solution, prepared for the assay,

shows 3 peaks with similar

relative retention times (relative

to 1-hexanol) as the 3 peaks in
the chromatogram obtained
with the standard solution A.
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Product / I[Ipomyxkr:

Batch number / Homep cepuu:
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Test / Iloka3zaTenn

Requirements / Hopma

Result / PesyabTaT

IToJUIMHHOCTS:
NK-cniekTpockonust

I'azoBas
XpoMaTorpadus

Refractive index

[Tokazarens
MPEIOMIICHHUS
Uniformity of mass of
dosed dosage forms

OHOPOIHOCTH MacChl
JO3HPOBAHHBIX
JIEKapCTBEHHBIX (hOpM

WudpakpacHbIii criekTp
TIOTJIOIIECHHUS TIperapaTa B
ooOiactu ot 4000 g0 650 cMm -
JIOJDKEH UMETH TIOJIHOE
COBIIAZICHHUE TI0JIOC
ITOIJIOIIEHHMSI C II0JI0CaMHU
noryommenust MK-crexkrpa
CpaBHCHHSI.

1

Ha xpomarorpamme
UCIBITYEMOT'O PacTBOpa,
IIPUTOTOBJIEHHOT'O IS
KOJIMYECTBEHHOTO
OTIpE/IETICHHUS], IOJDKHBI
pETUCTpUPOBATHCS 3
OCHOBHBIX ITHKa, KOTOPBIE I10
OTHOCHTEJIFHBIM BpEMEHAM
yJep KUBaHUSI (OTHOCUTEIHHO
1-rexcanosna) moo00HEI 3
MUKaM Ha XpoMaTorpamme,
IIOJIyYEeHHOU CO CTaHapTHBIM
pactBopoM A.

from 1.460 to 1.480
ot 1,460 o 1,480

Average weight:
450 mg +/- 7.5%
(from 416.25 to 483.75 mg)

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

exceed +/- 7.5%;

except for 2 capsules,

where weight can deviate

up to +/- 15%.

Cpennsist Mmacca:

450 Mr +7,5%

(ot 416,25 no 483,75 mr).

WudpakpacHslii CIieKTp
ITOTJIOIICHHMSI TTperapara B
obyactu ot 4000 mo 650 cm ~
HMEET II0JIHOE COBIIaJICHHE
I10JIOC TIOTJIOIIEHHSI C ITOJIOCAMU
nornomenust UK-ciextpa
CpaBHCHHSL.

1

Ha xpomarorpamme
HCIBITYEMOI'O pacTBOPa,
IIPUTOTOBJIEHHOTO IS
KOJIMYECTBEHHOI'O OIIPEAETIEHUS
PETHCTPUPYIOTCSI 3 OCHOBHBIX
IIUKa, KOTOPBIE 110
OTHOCHUTENIFHBIM BpEMEHaM
ylep>KUBaHUsI (OTHOCUTEIBHO
1-rexcanona) 1mogo0HBI 3
IIIKaM Ha XpoMaTorpaMMe,
IIOJIyYEHHOU CO CTaHIapTHBIM
pacTBOpoM A.

1.467
1.467

44521 mg

complies

complies

44521 Mmr
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Product / IIpomyxr:

Batch number / Homep cepuu:

PoHL BOSK

Respero Myrtol forte / Peciepo MupToJ ¢popre
502556

Test / IToxa3zarean

Requirements / Hopma

Result / Pe3yabTart

Disintegration test

PacmamaemMocThb

Assay:

Myrtol standardized
alpha-pinene
limonene

1,8-cineole

KonnuecTBenHnoe
onpeiesieHHe:

Cojiepaxanue MupTosa
CTaHJIAPTU3UPOBAHHOIO

Coneprxanue anbda-
NUHEHa

OTKIIOHEHHE CONEPIKUMOTO
Ka)KJIOHM KarcyJibl OT cpeHen
Macchl He JIOJDKHO IIPEBBIIATh
+7,5%,

3a UCKJIIOUEHHUEM JIBYX
KaIrCyJ1, AJIsl KOTOPBIX
JIOITyCKAETCsI OTKIIOHEHHE 10
+15%.

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 nomxHbI pacnaiaTbes B
teyenne 2 4 B 0,1 M pactBope
KHCJIOTHI
XJIOPUCTOBOJJOPOTHOM;

JlomxHBl  pacmajgatbCs B
teuenue 1 4 B hochaTHOM
oydepnom pacteope pH 6,8.

from 285 to 315 mg/capsule
from 20 to 57 mg/capsule
from 75 to 126 mg/capsule
from 75 to 164 mg/capsule

oT 285 no 315 Mr/kancyna

ot 20 1057 mr/kancymna

COOTBETCTBYCT

COOTBETCTBYCT

nlt 2 hours

16 min

HE MEHEE 2 4acoB

16 mun

297 mg/capsule

34 mg/capsule
104 mg/capsule
145 mg/capsule

297 mr/karncyna

34 mr/kancyna
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PoHL BoskaMP

Product / TIpomyxr: Respero Myrtol forte / Pecnepo MupTtoa ¢opte \!
Batch number / Homep cepun: 502556
Test / IlokazaTesan Requirements / Hopma Result / PesyabsTar

ConepmaHue JIMMOHCHA

Conepxxanue 1,8-
IIHHEO0Ia

Microbiological purity:

TAMC
TYMC
Escherichia coli

Muxkpobuogoruyeckas
qucToTal

OO011ee uucio
a’pPOOHBIX
MHUKpPOOPTaHU3MOB

OO1iee yucio
JIPOYNOKEBBIX H
IIJIECHEBBIX TPUOOB

OtcyTcTBUE
EscherichiacoliB 1

Package

VYnakoBka

ot 75 no 126 mr/karncyna 104 mr/kancyna

ot 75 no 164 mr/xancyna 145 mr/xancyna

GF RF, GM 1.2.4.0002.18 <<Microbiological purity>> Category
3A (Solid (nonaqueous) drugs for oral use), Ph. Eur. (current
edition of Pharmacopoeia)

nmt 10° CFU/g
nmt 10> CFU/g

<250 CFU/g
< 25CFU/g

absentin 1 g absentin 1 g

B cootBeTcTBHHU ¢ I'D PP, ODC 1.2.4.0002.18
"Muxpobuonoruueckas yuctora" Kareropus 3A (TBepasie
(HeBO/IHBIE) IIpeTIapaThl JUIsl IpueMa BHYTPb)

/ EBp.@apm. (Tekymas Bepcust @apMaxoren)

ne 6onee 10 KOEB 1 T <250 KOE/r

He 6onee 10 KOEB I T < 25KOE/r

OTCYTCTBYET B 1 T OTCYTCTBYET B 1 T

10 capsules per blister
package of aluminium and
laminated foil.

10 capsules per blister package
of aluminium and laminated
foil.

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

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

ITo 10 xaricyn B Giucrepe u3
AITIOMUHUEBOY U
JTAMUHHPOBAHHOH (OJIBIH.

[To 10 xamcyn B 6nuctepe u3
AIIOMUHUEBOX U
JIAMUHHPOBAHHON ()OJIBIH.
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PoH1. BoSKAMP

Product / IIpomyxr: Respero Myrtol forte / Pecnepo Muptou ¢opre

Batch number / Homep cepunu: 502556

Test / IloxazaTenn Requirements / Hopma Result / PesyanTaT
[lo 2 6nucrepa BMecTE € ITo 2 6nucrepa BMecTe ¢
UHCTPYKIUEH 110 HMHCTPYKIUEH 110 IPUMEHEHHUIO
IPUMEHEHHIO TIOMEIIAIOT B B KapTOHHOH KOpoOKe.
KapTOHHYIO KOPOOKY.

Labelling Must correspond to the section complies

labelling of the ND
In Russian specify:

on the blister complies
the name of medicine,

strength, logo, batch number,

expiry date, dosage form;

on folding box complies
name, country and

address of MA owner, logo,
name of

medicine, trade name of
preparation in

Latin, dosage form, number of
capsules in

a package, route of
administration, grouping
name, name of active
component and its quantity in
one capsule, statement that
medicine contains glycerol,
indications for use: "At acute
and chronic bronchitis and
also at inflammation of
paranasal sinuses (sinusitis)",
"Take into account the
recommendations of the
enclosed instruction for use!";
warnings: " Keep out of reach
of children!", "Sold only in
drugstores!", batch number,
expiry date, storage
conditions, prescription status,
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PoHL BOSKAMP

Respero Myrtol forte / Peciepo MuproJ ¢opte
502556

Product / IIpogyxrT:
Batch number / Homep cepun:

Test / IlokazaTenn Requirements / Hopma Result / PesyabTaT
registration number, barcode, = Package marked with internal
mean of identification. typographical signs and codes
Marking of package with such as bar codes, item number
internal typographical signs and dimensions.
and codes is allowed.

MapkupoBka JloKHA COOTBETCTBOBATH COOTBETCTBYET
pazzeny HJ «MapxupoBkas»

Ha pycckom si3pike

YKa3bIBAIOT:

Ha Onmcrepe COOTBETCTBYET
Ha3BaHHe IIpenapaTta,

JTO3UPOBKY, JIOTOTHIT, HOMED

cepuu, TOJIEH 110,

JIEKapCTBEHHYIO (hOpMY;

Ha KapTOHHOU KOpoOKe COOTBETCTBYET

Ha3BaHUE, CTPAHY H anpec
¢upwmel Biagensia PV,
JIOTOTHII, Ha3BaHHE
nperapara, Ha3BaHUe
mperapara Ha JJATHHHUIIE,
JIEKapCTBEHHYIO (hOpMY,
KOJIMYECTBO KaICyJl B
YIIaKOBKE, CIIOCO0
PUMEHEHUS,
IPYNIUPOBOYHOE HA3BAHUE,
Ha3BaHHE aKTUBHOTO
KOMIIOHEHTA U €T0
KOJIMYECTBO B OJHOM
KaricyJie, ykasanue Ha
coJiepKaHue

TJIMIepoJia B IIpernapare,
ITOKA3aHHS K

npumenenuio: «[Ipu octpom u

XPOHHUYECKOM OPOHXHTaX, a
TaKXKe Mpu

BOCTIAJICHUH MTPHIATOUYHBIX
maszyx Hoca

(cHHYCHTaX)», <Y YHTHIBATH
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Product / [Ipomykr:
Batch number / Homep cepuu:

PoHL BOSKAMP

Respero Myrtol forte / Pecnepo MupTro.a gopre
502556

Test / Iloxaszarean

Requirements / Hopma

Result / PesyabTaT

Cpox rojiHOCTH

PEKOMEHIAIH BIOKEHHOMN
UHCTPYKITUH 110
TIPUMEHEHUIO | »;
NpenyNpEAUTENbHbIE
HaJIIICH:

«XpaHUTh B HEAOCTYITHOM
JUISL IeTer

Mmecre!», «IIpomaercs Tonpko
B

arnTeKax!», HoMep CepuH,
TOJIEH JI0,

YCIJIOBUSI XpaHEHUSI, YCIOBHSI
OTILYCKa,

pEruCTpalliOHHBIA HOMED,
IITPUX-KOJ,

CPEACTBO UACHTH(HUKAIIH.

JlotyckaeTcst HaHECEHUE Ha
YIIaKOBKY

BHYTPEHHHX THIIOTPAPCKUX
3HAKOB U KOJIOB.

4 years

4 rona

In original package, at
temperatures not exceeding
25 °C.

B opurnHanpHO# yrakoBke,
IIPU TEMIIEpaType HE BBIIIE
25 °C.

Ha ynaxoBKky HaHeCEHBI
BHYTpPEHHHE THIIOTpadcKre
3HAKU ¥ KOJIbI, TAKHE KaK
LITPUXOBBIE KOJIbI, TOBAPHBIA
HOMEp U Pa3MepBhL.

4 years

4 rona

complies

COOTBCTCTBYCT

RPECVOT IN

FO 0009

The batch complies vgt/h the legal requirements of ND. /
Cepust cooTBercTByeT TpeboBanusm HJL.

Qualified Person / YIoJITHOMOYEHHOE JIUIIO
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M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne T1C-502556

ToproBoe HaMMEHOBaHUE Pecriepo Mupron dopre

MexnyHapoaHOE HEMATEHTOBAHHOE HAMMEHOBAaHUE Mupron

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlekapcTBenHas hopma Karncyipl Kule4HopacTBOpUMBbIE

Jo3upoBka 300 mr

®dopma BBITTyCKa 10 mrT., 6muctepa (2), KopoOKu
KOPTOHHBIE

Howmep cepuu (maptum): 502556

O0beM cepun(mapTun) 69 840

Jlata npousBoacTBa 13.02.2025

l'onen o 02.2029

HanvenoBanne wu azapec mpousBoauTens (C IHpousBoaurenn I'JID

yKa3aHUEM CTaJuil IPOU3BOJICTBA) Csucc Koarmic AT,

[seimapusi(Husenstrasse 35, 9533
Kirchberg, Switzerland)
YnakoBmmk/¢pacoBmmk
(B MepBUYHYIO/BTOPUYHYIO YTIAKOBKY )
I".ITonb-bockamn 'MOX u
Ko.KT',I"'epmanus(Kaddenbusch 4 and
11, 25578 Daegeling, Germany)
Boinyckaoumuii KOHTPOJIb Ka4ecTBa —
I".ITonb-bockamn I'MOX u
Ko.KT',I'epmanus(Kaddenbusch 4 and
11, 25578 Daegeling, Germany)

Homep n nata perucTpalluiOHHOTO yI0CTOBEPEHUS ITNO013662/01 ot 21.07.2008
(Hara nepeodopmnennst PY 10.12.2019)
Howmep 1 1ata HOpMaTUBHOW JTOKYMEHTAIUU I1N013662/01-031209 u3m.1-6,8-14
HaumenoBanue u axpec Jepxarens I".ITons-bockamn 'm6X n
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS Ko .KT',I'epmanus(Kieler Strasse

11,25551 Hohenlockstedt, Germany)

Hacrosiuuii JOKyMeHT NOATBEPKAAET:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 oOpalieHuu JeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
rOCyJapCTBE H CTpaLuu

2

000 fssn \Mynapusny 2= Cokonor BJI.  15.04.2026
JQ,D]”H‘X?}AMH‘ ™ (moxanuce) (nata )

ol e
VWU Berip e
5 OT @@@%‘Eqw X epn/A . MeHapuHI)

dirgdc

HKOpuauyeckuin s@m a;/ 23317, r. Mocksa, lNpecHeHckan HabepexHasn, 4. 10
lMouToBbin appec: Fesema123317, . Mockea, lNpecHeHckas 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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