000 BepnnH-Xemmn/A. MeHapnHn

NOATBEPK/IEHHE COOTBETCTBHS

/

Ne [1C-277145

Toprosoe HAaHMEHOBAHHE

Pecniepo Mupton ¢opte

MesKayHapoIHOE HENaTCHTOBaHHOC HAHMEHOBaHHE MupTon

(TpyNIHpPOBOYHOE HIIH XMMHYECKOE)

JlexapcTBeHHas popma Karicysbl KHIIEYHOPAaCTBOPHMBIC

Jlo3upoBKa 300 mMr

dopma BBIITYCKa 10 ., 6mucTepa (2), KOpoOKH

KOPTOHHBIE

HoMmep cepyH (mapTHH): 277145

O6BeM cepHU(ITapTHH) 69 600

JlaTa Mpou3BOJCTBA 05.11.2021

T'oxen o 01.11.2024

HaumeHoBanue W agpec mnpousBomutens (¢ | Ilpom3soanTens-

yKa3aHHeM CTajHil IPOU3BO/CTEA) Caucc Kanc AT, I1IBeiinapus
(Husenstrasse 35, 9533  Kirchberg,
Switzerland)
BoinyckawIIuid KOHTPOJb Ka4eCcTBa-
[,Ilonb-Bockamn I'm6X u  Ko. KI'
(Kaddenbusch 4 and 11. 25578

Daegeling), ['epmMaHus

Homep ¥ JaTa perHCTPAllHOHHOTO Y0CTOBEPCHNS

I N013662/01 ot 21.07.2008
(Jlata mepeopopmiuenus 10.12.2019)

Homep u fata HOpMaTHBHOM JOKYMEHTAIMH

1 N013662/01-031209 u3m.1-6, 8-11

HaumeHOBaHHE H aapec aepiKaTens
PErHCTPALMOHHOTO yO0CTOBEPEHHA

I',[lons-Bockamn I'm6X u  Ko. KI'
(Kaddenbusch 4 and 11. 25578
Daegeling), I'epmanuis

HacTosiiumii J0KYMEHT MOATBEPXKAAET:

_JAHHBI JIeKapCTBEHHEIl Tperapar cooTBeTCTBYeT 61-P3 «O6 oOpalleHHH JEKapCTBEHHBIX

CpPENCTB...»;

-cepuA JICKapCTBEHHOI'O npenapara COOTBETCTBYET 'I'pCGOBaHPISIM, YCTaHOBJICHHBIM opya €ro

rocyaapcTBEHHOH perncTpaly

=

(ToIHCE)

emjy/ A.MeHapuHu»

',.:_‘_:_,.// = s
apuin» __<——<—— (COKOJIOB B.J.

13.04.2022
(mata)

000 “BepnuH-Xemu/A. MeHapuHu”

Opuauyecknia agpec: Poccus,

NMouTtosbld agpec: Poccun,
Tenedon: +7 (495) 785-01

123317, r. Mockea, MpecHerckan HaGepexHas, A4. 10
123317, r. Mocksa, MNpecHexckan HaGepexHas, A. 10
-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




RECYCLING

Manufacturer Batch Certificate of Compliance

PouL BOSKAMY

Product: Respero Myrtol forte
API Myrtol

Importing Country: Russia

Marketing Authorization Number:  IT1N013662/01

Normative Document Number:

I N013662/01-031209 as amended by Ch. No. 1, 2, .3

4,5,6,8,9,10,11
Strength / Potency: 300 mg
Dosage form: Capsules enterosoluable
Package size and type: 69.600 x 20 Capsules
Batch number: 277145
Date of manufacture: 05 November 2021
Expiry Date: 11/2024

Name and address of manufacturer of the drug substance

Name and address of manufacturer

X

O

Name and address of packaging site

X

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

Swiss Caps AG
Husenstrasse 33
0533 Kirchberg, Switzerland

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

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

Name and address of manufacturer (quality control)

G. Pohl-Boskamp GmbH & Co. KG

Kaddenbusch 4 and 11

25578 Digeling, Germany
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PorL BOSKAMP

Name and address of manufacturex (batch release)

G, Pohl-Boskamp GmbH & Co. KG

Kieler Strafie 11, 25551 Hohenlockstedt

Germany

Results of analysis: See Certificate of Analysis

Comments/remarks:

1 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 couniry.
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 Bnglish and Russian text, the English
text shall prevail.
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PonL BOSKAMP

CepTudurart COOTBETCTBUS

ITpoayKT: Pecuiepo MnupToa popTe
MHH: Mupton
Crpana-uMIopTep: Poceust

Homep perncTpat@ioHHEOro yaocropepenns: I N013662/01
PeKBHAWTE HOPMATHBHOM JOKYMEHTAILHIL [T N013662/01-031209 B, M3MEHCHHA Nel,2,

3,4,5,6,8,9,10,11
JlosupoBKa / @KTUBHOCTE 300 Mr
JlexapcrBeHHan (opma: KancyJbt KMLIETHOPACTBOPHMBIE
PasMep W THIl YIIaKOBKH: 69.600 x 20 xancyn
Howmep cepru: 277145
JlaTa POU3BOJICTEA: 05 mos6ps 2021
CpOK NOiHOCTH: 11/2024

Hasparue ¥ aapec NPOH3BOAUTEIA tﬁlapMauen'ruqchoi& cybcTaHLMI:

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

Hazpauue 4 aapec npousaonm"e;lﬂ:

<] Swiss Caps AG
Husenstrasse 35
9533 Kirchberg, Switzerland

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

Haspanue K aapec ynatcosmmca:

5] G.Pohl-Boskamp GmbH & Co. KG
Kaddenbusch 4 and 11
95578 Digeling, Germany

Haspanue H 4APec MPOHIBOAHTENA (KOHTPONE XayecTra):

G. Pohl-Boskamp GmbH & Co.KG
Kaddenbusch 4 and 11
25578 Digeling, Germany
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FO CO0s

PonL BOSKAMIP

Ha3paHue ¥ apec NPOU3BOANTENA (BBITIYCK CEPHH):

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

Pe3yseTaT aHAIM3A: Cwm.cepraduKaT aHanA3a

TIpuMedaHusL:

Hacmonuum 3 yO0Cmo8epaio, ¥mo abluienpueedentas unghopmayus docmosepra u moyHa.
Jlannas cepus npodykma Geina npouseedend, BKAI0HAR YNaKoeKy i KOHMmpone Kkavecmea, Ha
GbIEHA36AHHBIX NAOUAOKAX 6 NONHOM coomeemcmeuy ¢ mpebosanuaMu npasun GMP
MeCmHO20 PpezyiRmopHO20  OpeaHa enacmu U €O cneyugpurayuamMy, PKA3GHHBIMU 8
peaucmpayuoHHOM ydocmoeeperuu umnopmupyloweil  cmpanbi. ITpou3godcmeenHas
doxymenmayus u pesynomamoi ananusa Gvinu paccmompenst u naiidenvl HAXOORUUMUCR 6
coomeemcmati ¢ mpeboeaHusMu GMP.

Hacrosmmit cepTHRHKAT COOTBETCTBAA pOM3BOJUTEIS HA CEPHIO BLITYIICH HA AHIIHHCKOM 1
pycckoM s3bIKax. B cirydac JOGBIX PACXOIKICHHH MEILY TEKCTOM Ha aHIrIMACKOM M PYCCKOM
J3EIKAX, TEKCT HA AHIIHHCKOM S3BIKE HMECT NPUOPHTETHOE 3HAUCHHC.

Hohenlockstedt / 21 Februray 2022
XoxeHNOKITEAT

VI10JIHOMOYEHHOE JIHLO
Dr. Nemetz
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PouL BOSKAMY

Product / TIpoyxT: Respero Myrtol forte | Pecnepo Muproa opTe

Batch number / Homep cepuy: 277145

Test / IloxasaTeJb Requirements / Hopma Result / Pe3ynbTat

Description Soft, transparent, Soft, transparent,
oblong gelatine capsules. oblong gelatine capsules.
Capsule filling is 2 Capsule filling is a transparent,
transparent, colourless liquid colourless liquid with a
with a characteristic odour. characteristic odour.

OnucaHue MSsirKue JKeJaTHHOBBIC MArKHe elaTHHOBBIC
Karncysl, Npo3paiHBIC, Kancysl, pO3payHLIC,
npop;onroaa'roi«‘: G opMBEL. r:pop,onrona'rcﬁ (hopMmsl.
CopepxuMoe Kancyi — Copeprkumoe KancyJ =
mpoapaunas GecuseTHad npo3paynas OecupeTHA
SKVJIKOCTB € XapaKkTepHBIM JCHIKOCTD C XapaKTepHbIM
3ar1axoM. 3aMaxoM.

Identification:

IR-spectrum IR-absorption spectrum of TR-absorption spectrum of

reparation in the range preparation in the range
from 4000 to 650 cm™! should from 4000 to 650 cm™ has full
have full coincidence of coincidence of absorption bands
absorption bands with the with the absorption bands of the
absorption bands of the reference spectrum.
reference spectrum.

Gas chromatography The chromatogram of the test The chromatogram of the test
solution, prepared for the solution, prepared for the assay,
assay, should show 3 peaks shows 3 peaks with similar

with similar relative retention
times (relative to 1-hexanol)
as the 3 peaks in the
chromatogram obtained with
the standard solution A.

relative retention times (relative
to 1-hexanol) as the 3 peaks in
the chromatogram obtained
with the standard solution A.
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PouL BOSKAMY

Product / TIpoayxT: Respero Myrtol forte / Pecnepo Muproa dopTe

Ratch number / HoMep CepHH: 277145

Test / okaszaTejib Requirements / Hopma Result / PesyanTaT

[MopNKHHOCTE:

A K-cneKTpoCKOIHs WadpakpacHsii CreKTp Wadpaxpacblif CTIEKTP
[JOTIIOLICH)S TIpenapaTa B [OrNOLIEHNs TIpenapara B
o6nacty or 4000 1o 650 cM -1 oBmactu ot 4000 o 650 cM "
JIOJDKEH HMETh MONHOe MIMEET TIOJIHOE COBMNAJCHHS
coBnajieHue nojoc [10J10C TIOTTIOMIEH!S C NIOI0CaMH
[OTIONEHHMS ¢ IoIocaMH nornomenus MK-cnexrpa
nornomenus MK-criekTpa CpaBHEHHS.

CpaBHEHHS.

I'azosas Ha xpoMaTorpamMme Ha xpomaTorpaMme

xpomaTorpadus HCIIBITYEMOTO pacTBopa, MCIBITYEMOro pacTBopa,
TIPUrOTOBJICHHOTO A [IPUNOTOBJICHHOTO VLA
KOMWYECTBEHHOrO KOJIHYECTREHHOTO ONPEACTCHA
onpec/eHIs, AOIKHEL perucTpHpyloTea 3 OCHOBHBIX
perucTpHpoOBATECA 3 nuKa, KOTopsle M0
OCHOBHBIX TMKa, KOTOPEI® TI0 OTHOCHTE/EHEIM BpEMEHAM
OTHOCHTEJIBHEIM BpeMeHaM yepKUBaHUs (OTHOCHTENBHO
yAepKUBaHUA (OTHOCHTENIBHO |-rexcamoia) nogoOHEr 3
1-rexcaroa) noAoGHS! 3 [IHKaM Ha XpoMarorpamMe,
[MKaM Ha XpoMarorpaMme, TONy4EHHOH €O CTAHIAPTHEIM
ToTyueHHOM CO CTaHAPTHEIM pacrBopoM A.
pacTBOpoM A.

Refractive index from 1.460 to 1.480 1.468

[lokasaTensb or 1,460 no 1,480 1.468

npeSOMISHHS

Uniformity of mass of Average weight:

dosed dosage forms 450 mg +/- 1.5% 447.85 mg
(from 416.25 to 483.75 mg)

Deviation of filling weight of complies
every capsule from average

weight should not

exceed +/- 71.5%;

except for 2 capsules, complies
where weight can deviate

up to +/- 15%.

OHOPOAHOCTE MACChl CpepHss Macca:

JIO3MPOBAHHBIX 450 mr +7,5% 447.85 mr

nexapcTReHHEX HopM (ot 416,25 1o 483,75 mr).
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RECYCLING ~
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PoHL BOSK

Respero Myrtol forte/ Pecriepo MupToa (lmpre

Product / IIpoxyKkT:
Batch number / Homep cepui: 277145
Test / Iloxasareb Requirements / Hopma Result / PesyasTaT
OTKIOHEHUE COMIEPIHMOTO COOTBETCTBYET
KQUKZIOH Kancynel 0T cpejHel
Macchl HE IOMKHO NpeBsIIaTh
+7,5%;
38 UCKIIOYCHUEM JIBYX COOTBETCTBYCET
Karcyil, A1t KOTOPBIX
JOITYCKAETCS OTKIOHEHNE A0
+15%. ‘
Disintegration test Capsules should hot
disintegrate during 2 hours
in 0.1 M solution of
drochloric acid;
hydrochloric acid;, YT haiifs
should disintegrate during
1 hour in phosphate buffer
solution (pH 6.8) 14 min
PacnafaeMoCTk He 10J0KHE! PACIIAAATECA B
Teyenue 2 4B 0,1 M pacrBope
KHCJIOTH!
MQPHGTOBQMPWHOR" He MeHee 2 4acoB
Jlomxesl  pacmanaThei B
Teqenue 1 4B docdaraoM
GydepHoM pacTBOpS pH68.  14MuE
Assay:
Myrtol standardized from 285 to 315 mg/capsule 296 mg/capsule
alpha-pinene from 20 to 57 mg/capsule 35 mg/capsule
limonene from 75 to 126 mg/capsule 107 mg/capsule
1,8-cineole from 75 to 164 mg/capsule 141 mg/capsule
KonuyecTBEHHOE
onpeneaeHne:
Copepranne muproma 0T 285 no 315 mr/rancyna 296 mr/xencyana
CTaH/IapTH3APOBAHHOIO
Copepoxanue anbda- ot 20 51057 Mr/kancyna 35 Mr/kancyna
nHeHa
12/2020 abo, page 7 of 11
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Product / Ilponykr:

Batch number / Homep cepuu: 277145

PoHL BOSKAMP

Respero Myrtol forte / Pecniepo MupTon ¢opre

Test / IlokazaTeib

Requirements / Hopma Result / PesyabTat

ConepixaHne TMMOHEHA

Conepianue 1,8-
LMHEeoa

Microbiological purity:

TAMC
TYMC

Escherichia coli

Muxkpobuonoruyeckas
YHCTOTA:

ot 75 no 126 mr/xancyna 107 mr/kancyna

ot 75 mo 164 mr/kancyna 141 mr/kancyna

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 <250 CFU/g
nmt 10> CFU/g < 25CFU/g
absentin 1 g absentin 1 g

B cootserctBul ¢ I'® PO, ODC 1.2.4.0002.18
"Mukpo6uonoruyeckas uncrora" Kareropus 3A (TBepasie
(HEBOJIHBIE) IIPENapaThl U1 pUeMa BHYTPE)

/ Esp.@apm. (Texymas Bepcus MDapMakoneH)

O61miee YHCI0 He 6oee 10° KOEB 11 <250 KOE/r

a3pob6HBIX

MHKPOOPTaHH3MOB

O6ee uucno ne Gonee 102 KOEB I T < 25KOE/r

JPOJNOKEBEIX U

TIecHeBbIX rpuboB

Otcyrcraue OTCYTCTBYET B 1 T oTCYTCTBYeTB 1T

Escherichiacolis 11

Package 10 capsules per blister 10 capsules per blister package
package of aluminium and of aluminium and laminated
laminated foil. foil.
2 blister packages placed 2 blister packages placed
together with instruction for  together with instruction for use
use in carton box. in carton box.

Ynakoska Ilo 10 kancyn B Guucrepe u3  Ilo 10 xancyn B Guucrepe 13
AMOMHHUCBOH K ANOMHHHEBON H
NAMWHHAPOBAHHOM (OJIBIH. NaMUHEPOBAHHON (OIBTH.
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00003

Ponr BoskAmMP ¢

Product / ITpoxykr: Respero Myrtol forte / Pecnepo Muproa opre

Batch number / Homep cepna: 277145

Test / Iloxasarens Requirements / Hopua Result / PesyasTar
ITo 2 GuucTepa BMECTE © Tlo 2 6macrepa BMecTe ©
HHCTPYKIMEH no HHCTpYKIUEH 110 MPUMEHECHHIO
IPAMEHEHKIO TOMEILAIOT B B KapTOHHOH KopoOKe.

KapTOHHYIO KOPOOKY.

Labelling Must cortespond 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, 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 containg 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,
registration numbey, barcode,
mean of identification,
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PoHL BOSKAMP

Product / IIpomyxr: Respero Myrtol forte / Pecniepo Mupron ¢opre
Batch number / Homep cepuiu: 277145
Test / IloxasaTelb Requirements / Hopma Result / PesyabTar
Marking of package with Package marked with internal
internal typographical signs typographical signs and codes
and codes is allowed. such as bar codes, item number
and dimensions.
MapkupoBKa JloIDKHA COOTBETCTBOBATH COOTBETCTBYET
pasgeny H]I «MapkupoBka»
Ha pycckom s35IKe
YKa3BIBAIOT:
Ha 6nucrepe COOTBETCTBYET
Ha3BpaHKe npernapara,
HO3UPOBKY, JIOTOTHII, HOMEP
CcepHH, FofieH JI0,

fexapcTBeHHYI0 (GopMmYy;

Ha KapTOHHOH KopobKe COOTBETCTBYET
Ha3BaHwpe, crpady U aapec
dupms Biragersna PY,
JIOTOTHIL, HA3BAHHE
npenapara, JCKapcTBEHHYIO
dopmMy, KONHYECTBO Kancyll B
ynaKoske, cinocod
IpMMCHEHWS,
I'PYNIMPOBOYHOE HA3BAHHE,
Ha3BaHME AKTHBHOTO
KOMIOHEHT4 1 Er0
KOIHYECTEO B OMHOK
KAancyne, yKasatne Ha
COZePIKAHNE

FIMIEpoJa B Ipenapare,
[IOKa3aHHL K

npumeneHnio; «[Ipi oCTpOM 1
XPOHUHUECKOM OpOHXUTAX, &
TAKKS TIPH

BOCHAJCHHH TIPH/IATOYHLIX
rma3yx Hoca

(cHHYCHTAX)», Y YATEIBATE
PEXOMEH ALK BIOKEHHOM
WHCTPYKIMH 1O
IIPUMEHEHHMIO [ »;
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RECYCLING

Product / TIponyxrt:
Batch number / Homep cepun:

PonL BOSKAMP

Respero Myrtol forte / Pecniepo MupTon dopre
277145

Test / IloxazaTenn

Requirements / Hopma

Result / PesyabTar

Shelf life
Cpox rogHOCTH

Storage

XpaHeHHe

IIpeRynpeUTebHEIC
HaJITHCH!

«XpaHUTh B HETOCTYITHOM
Juut faereit

mecre!», «[Iposaerca TOBKO
B

arrrexax!», HOMEpP CEpHH,
roJieH 20, |

YCHOBHS XPAHEHHS, YCIOBHA
OTmnycKa,

PErMCTPAIMOHHBIA HOMED,
WTPHX-KOJ,

CPeNICTBO HACHTU(OHKALHH,

Jomnycraercsa HAHECOHHUE Ha
YNaKoBKY

BHYTPEHHHX THIOrpaderix
3HAKOB H

KOJIOB.

3 years
3 roma

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

B OpHIHHAIBHON YI1aKOBKE,
[IpH TeMIIepaType He BRIIE
25 °C.

Ha ynaxkoBKy HaHECEHEI
BHYTpEHHHE THIOrpajckue
3HAKM ¥ KOZEI, TAKHME KaK
IITPUXOBBIE KOJ(BI, TOBAPHEIH
HOMEp ¥ PasMepsL

3 years

3 roma

complies

COOTBETCTBYET

Tested on / Jlara ananusa: 21 February 2022

The batch complies with the legal requirements of ND. /
CepHsi COOTBETCTBYET TPEGOBAHMAM HA.

Po 0OS

P / [IOJIb BOCKAMII

alified Person / YIONHOMOYEHHOE JTULIO

Dr. Nemetz
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