BOLDER

bonaep ApuHamutreno Frm6X n Ko.Kr -
Yourexpert in pharmaceutical pastilles

Ceptudukar aHanmsa

Homep 00050-13 Homep ceptudukara: 0000019675
NasonsaH nactunku 15 mr 20 WIT B ynakoBKe 1/4
o CtpaHuua
Poccuiickasa depepauun
Homep TecTtpoBaHuA 0000028269 [aTa pacneyaTku: 01.12.2020
Homep cepum: 2006391 JaTa nponssoacTsa: 27.10.2020
Homep cepun 6usHec 2020016 JaTa OKOHYaHMA cpoKa 30.09.2022
napTHepa: rogHOCTHU:
BusHec napTHep: CaHodu BuHTpon nHaycrpums
10299 TCA 91013
20, Avenue Raymond Aron 92767 Antony Cedex
Mokasarenb MeTopg, Cneumdukaums Pe3synbrar
XapaKTepUCTUKU
onucaHue A006 CBETN0-KOPUYHEBbLIE COOTBETCTBYET
Kpyr/ible NacTUAKK
3anax/BKyc A006 MATHbIM COOTBETCTBYET
anameTp A006 18,0-19,0 mm 18,9
BbICOTA A006 6,3—-6,7 mm 6,7
ocTaTo4Has A001 8,0-13,0% 9,9%
Bnara/notepa npu
BbICYLUMBAHUK
cpenHAaa macca Esp.®apm. 2.9.5 1.900-2.100 mr 2.049 mr
oAHopoaHoCTb No macce  Egp.®apm. 2.9.5 MaKc. -5 % -1%
04HOpPOAHOCTb NO macce  Esp.Papm. 2.9.5 MaKc. +5 % +2 %
<2/20 wtyK > =5 % oT cpeaHen macchbl
0/20 wtyk > = 10 % OT cpeaHeit Macchbl
NOA/NIMHHOCTb
NOAJ/IMHHOCTb FP 201103 COOTBETCTBUE COOTBETCTBYET
ambpoKcona CTaHAapTy

- BOXKX: cooTBeTCTBYET CTAaHAAPTY
- Y®/ Buc: YO cnektp obpasiia COOTBETCTBYET CNEKTPY CTaHAapTa
MakKcmMmanbHoe NornoLLeHne Npu anmMHe BosiHbl 245 1 310 Hm (5 Hm)

NoA/IMHHOCTb X10pnaa Esp.Papm. 2.3.1 COOTBETCTBYET COOTBETCTBYET
(metop A): FP 280313
Benbii ocafioK, pacTBopALWMiica Npu Ao6aBNeHUN aMMHUaKa

nNnoA/IMHHOCTb A014-1 cooTBeTCTBME cooTBeTCcTBYET
3CCeHLMaNbHble macaa CTaHOApPTY

coaep)aHue .
KONM4YeCTBEHHOE FP 201103 14,25 - 15,75 N:ro//
onpepeneHue
ambpokcona
rmapoxaopvaa
KO/ZIMYecTBEHHOE FP 201103 95,0 -105,0%

onpegeneHune
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Homep 00050-13 Homep ceptudukara: 0000019675
NasonsaH nactunku 15 mr 20 WIT B ynakoBKe 2/4
o CtpaHuua
Poccuiickasa depepauun
Homep TecTtpoBaHuA 0000028269 [aTa pacneyaTku: 01.12.2020
Homep cepum: 2006391 JaTa nponssoacTsa: 27.10.2020
Homep cepun 6usHec 2020016 JaTa OKOHYaHMA cpoKa 30.09.2022
napTHepa: rogHOCTHU:
BusHec napTHep: CaHodu BuHTpon nHaycrpums
10299 TCA 91013
20, Avenue Raymond Aron 92767 Antony Cedex
Mokasarenb MeTopg, Cneumdukaums Pe3synbrar
ambpokcona
rmapoxaopvaa
OT 3aABJIEHHOIO
cofepraHua
O4HOPOAHOCTb FP 201103 <15,0 1,2
[,031MpOBaHuA
ambpokcona
rmapoxnopvaa
Esp.Papm. 2.9.40
Tpebyemoe 3HauyeHue A (n=10)
Kputepuit npuemnemoctn (k=2,4) nonkeH 6bIiTb He 6onee 15.0.
NpoAyKT pacnaga — N-A FP 201103-40 <0,5% cooTBeTcTBYeT
872 Cl coeauHeHne 1
He obHapyKeHo
NpoAyKT pacnaga — N-A FP 201103-40 <0,5% cooTBeTcTBYeT
872 cnnpt
. &,He 06Hapy>1<eHo
npoAaykKT pacnaga —N-AB  FP 201103-40 <0,5% _ﬂ.(.“SOlSQTCTByeT
773 XX y
NPOAYKT pacnaga — FP 201103-40 <0,2%
eaMHNYHanA
HeNAeHTUOMLMPOBAHHAA
npumechb
NpPoOAYKT pacnaga — FP 201103-40 <1,0% SOOTBeTCTByeT

CYMMa BCEX NPOAYKTOB
pacnaga

He 06HapyKeHo

pacnag ambpokcona
rmgpoxaopuaa

FP 160203

>90 % nocne 30 MuH

101 %
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Homep 00050-13 Homep ceptudukara: 0000019675
NasonsaH nactunku 15 mr 20 WIT B ynakoBKe 3/4

o CtpaHuua
Poccuiickasa depepauun
Homep TecTtpoBaHuA 0000028269 [aTa pacneyaTku: 01.12.2020
Homep cepum: 2006391 JaTa nponssoacTsa: 27.10.2020
Homep cepun 6usHec 2020016 JaTa OKOHYaHMA cpoKa 30.09.2022
napTHepa: rogHOCTHU:
BusHec napTHep: CaHodu BuHTpon nHaycrpums
10299 TCA 91013

20, Avenue Raymond Aron 92767 Antony Cedex
Mokasarenb MeTopg, Cneumdukaums Pe3synbrar
MUKPO6MOIOrMYecKan YNCToTa

obuee KonMyecTBo Esp.®apm. 2.6.12 < 10°KOE/r cooTBeTcTBYeT
A3POOHbIX
MWKPOOPraHM3moB

Ha Kaxaou 5-i cepum

Esp.®apm. 5.1.4

obuee KonMyecTBo Esp.®apm. 2.6.12 < 10°KOE/r cooTBeTcTBYeT
LPOXKKEBBIX U

naecHesblx rpnbos

Ha Kaxkaom 5-i cepuu

Esp.Papm. 5.1.4

YCTOMYMBbIE K Keuu Esp.Papm. 2.6.13 makc. 100 KOE/r COOTBETCTBYET
rpamoTpuuaTesbHble

6akTepumn

Ha Kaxkaou 5-i1 cepuu
Esp.Papm. 5.1.4
canbmMmoHesnna Esp.®Papm. 2.6.13 otcytcteyeTrB 10T COOTBETCTBYET

Ha Kaxkaom 5-i1 cepuu
Esp.®apm. 5.1.4

Escherichia coli EBp.®Papm. 2.6.13 otcytctBue B 1lr

Ha Kaxaou 5-i cepum
Esp.®apm. 5.1.4
Staphylococcus aureus Esp.®apm. 2.6.13 otcytcteue B lr

Ha Kaxaou 5-i cepum
Esp.®apm. 5.1.4

[aHHas cepua npoTtecTupoBaHa Ha cooTBeTcTBMe Master-Specification 00050-13 Bepcua 1 ot 14.07.2020

[aHHas cepua cooTBeTCTBYET CneunbuKaLmm U MOXKeT BbiTb BbiNyLLEHa.
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Homep 00050-13 Homep ceptudukara: 0000019675
NasonsaH nactunku 15 mr 20 WIT B ynakoBKe 4/4

o CtpaHuua
Poccuiickasa depepauun
Homep TecTtpoBaHuA 0000028269 [aTa pacneyaTku: 01.12.2020
Homep cepum: 2006391 JaTa nponssoacTsa: 27.10.2020
Homep cepun 6usHec 2020016 JaTa OKOHYaHMA cpoKa 30.09.2022
napTHepa: rogHOCTHU:
BusHec napTHep: CaHodu BuHTpon nHaycrpums
10299 TCA 91013

20, Avenue Raymond Aron 92767 Antony Cedex

Mokasarenb MeTopg, Cneumdukaums Pe3synbrar

,ﬂ,aHHbIVI AOKYMEHT CreHEPUPOBAH aBTOMATUYECKN U AEﬁCTBMTeﬂeH 6es noanuncu.

BbINyLWEHO: 01.12.2020
BbINYLEHO: Dr. Tanja Pallmann

Cne,u,yrou.l,ee npasuao0 NpPpuUMEHAETCA B OTHOWEHWUU 3HAKa AOeCATUYHOro pasaenntenia U 3HaKa,
oTaenArwwero TbiCAYHble 3HAYEHUNA B AaHHOM CepTVId)VIKaTe aHanusa: [ecAaTnyHbim pasgenntenem
ABNAETCA 3anATaA. TbiCAYHbIE 3HAYEeHMA OTAeNAITCA TOYKOMN.




BOLDER Arzneimittel GmbH & Co.KG

520 BOLDER

Your expert in pharmaceutical pastilies

Certificate of analysis

| Certificate No:

0000019675

Article 00050-13
Lasolvan pastilles 15 mg Finished pack 20 Russian Federation Page 1/5
Test order 0000028269 | print date: 01.12.2020
Lot number 2006391 |Creationdate  27.10.2020
Lot BP: 2020016 Expiry date 30.09.2022
‘Business Partner: SANOFI Winthrop Industrie
10299 TSA 91013
20, Avenue Raymond Aron
92767 Antony Cedex
Parameter Method Soecification Resuilt
characteristics
appearance A006 light-brown, round pastilles complies
odour/taste A006 like peppermint complies
diameter A006 18,0 t0 19,0 mm 18,9 mm
height A006 6,3 t0 6,7 mm 6,7 mm
residual moisture / loss A001 8,0t013,0% 9,9 %
on drying
average mass Ph. Eur. Ph. Eur. 2.9.5 1.900 to 2.100 mg 2.049 mg
uniformity of mass Ph. Eur. 2.9.5 max. -5 % 1%
uniformity of mass Ph. Eur. 2.9.5 max. +5 % +2%
< 2/20 units > £ 5 % of the average weight
0/20 units > + 10 % of the average weight
identification

identity ambroxol FP 201103

- HPLC: Corresponds to standard

- UV/VIS: The UV spectrum of the sample is
similar to that of the reference.

Absorption maxima at 245 and 310 nm (5 nm)

BOLDER Arzneimittel GmbH & Co. KG

Registered office: Koeln

Rheinische Allee 11 District Court Koeln HRA 14423
50858 Koein VAT Reg.No. DE20713863
Phone +49 2234 379520 Tax number 223/5802/6894
Fax +49 2234 37952-125

www.bolder.de

info@bolder.de

Z_rptLICERTIFICATE

corresponds to standard

General Partner

BOLDER Arzneimittel GmbH
Registered office: Koein
District Court Koeln HRB 23419
Managing Directors

Andreas Dittrich

Dr. Franz-Josef Kohlenberg




BOLDER Arzneimittel GmbH & Co.KG ) ) BOLDER

Your expert in pharmaceutical pastilles

Certificate of analysis

rArticle 00050-13 Certificate No": 7 76000019675
iI.a\_sglllin pastill_es 15 rnE Finishei pack 12 Russian_ Federa_tion | Pagi 2/5

Test order 0000028269 J print date: 01.12.2020
-L;t_nm-er 2—006—391— Crea;)n date ;.10.205
Lot BP: 2020016 Expiry date 30.09.2022

Business Partner: SANOFI Winthrop Industrie
10299 TSA 91013
20, Avenue Raymond Aron

92767 Antony Cedex
Parameter Method Soecification Result
identity chloride Ph. Eur. 2.3.1 complies complies
(method A); FP 280313
White precipitate, dissolving upon addition of ammonia
identity essential oils A014-1 corresponds to standard complies

content

assay ambroxol FP 201103 14,25 to 15,75 mg 15,08 mg
hydrochloride
assay ambroxol FP 201103 95,0 to 105,0 % 100,5 %
hydrochloride

of the declared content

uniformity of dosage units FP 201103 £15,0 1,2
ambroxol hydrochloride

Ph. Eur. 2.9.40

Requirement A {n=10)
The acceptance value (k=2.4) must not be greater than 15.0.

active ingredient FP 201103-40 <0,5% complies
degradation - N-A 872 Cl
comp 1

= Py
BOLDER Arzneimittel GmbH & Co. KG Registered office: Koein General Partner b i‘)‘%\ ;A/
Rheinische Allee 11 District Court Koeln HRA 14423 BOLDER Arzneimittel GmbH 'i),‘f}\\ ol
50858 Koeln VAT Reg.No. DE20713863 Registered office: Koeln N v / [ 2
Phone +49 2234 379520 Tex number 223/5802/6894 District Court Koeln HRB 23419 e

Fax +49 2234 37952-125 Managing Directors

www.bolder.de Andreas Dittrich

info@bolder.de Dr. Franz-Josef Kohlenberg

z_rptLICERTIFICATE



BOLDER Arzneimittel GmbH & Co.KG ) ) BOLDER

Your expert in pharmaceutical pastilles

Certificate of analysis

Article 00050-13 Certificate No: 0000019675
ILasoIvan pastilles 15 mg Finished pack 20 Russian Federation Page 3/5

Test order 0000028269 | print date: 01.12.2020
--L;t nu—m;er 2006;91 _ Cre—ation dmate 27.10?2020
Lot BP: 2020016 J Expiry date 30.09.2022

Business Partner: SANOFI Winthrop Industrie
10299 TSA 91013
20, Avenue Raymond Aron

92767 Antony Cedex

Parameter Method Snecification Result
active ingredient FP 201103-40 £0,5% complies
degradation - N-A 872
alcohol

n.d.
active ingredient FP 201103-40 £0,5% complies
degradation - N-AB 773 XX

nd.
active ingredient FP 201103-40 £0,2% complies
degradation - indivual
unknown degradants

n.d.
active ingredient FP 201103-40 <1,0% complies
degradation - sum of all
degradation products

n.d.
dissolution ambroxol FP 160203 2 90 % after 30 minutes 101 %
hydrochloride

microbiological quality

TAMC Ph. Eur. 2.6.12 <10° CFU/g
every fifth batch
Ph. Eur.5.1.4
BOLDER Arzneimittel GmbH & Co. KG Registered office: Koeln General Partner A N A
Rhelinische Allee 11 District Court Koeln HRA 14423 BOLDER Arzneimittel GmbH >, # g
50858 Koeln VAT Reg.No. DE20713863 Registered office: Koein Rz B
Phone +49 2234 379520 Tax number 223/5802/6894 District Court Koeln HRB 23419
Fax +49 2234 37952-125 Managing Directors
www.bolder.de Andreas Dittrich
info@bolder.de Dr. Franz-Josef Kohlenberg

z_rptLICERTIFICATE
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Certificate of analysis

Article 00050-13 Certificate No: 0000019675
Lasolvan pastilles 15 mg Finished pack 20 Russian Federation Page 4/5

Test order 0000028269 | print date: 01.12.2020
Lot number 2006391 ! Creation date 27.10.2020
Lot BP: 2020016 Expiry date 30.09.2022
|Business Partner: SANOFI| Winthrop Industrie

10299 TSA 91013
20, Avenue Raymond Aron
92767 Antony Cedex

Parameter Method Soecification Result
TYMC Ph. Eur. 2.6.12 €102 CFU/g complies
every fifth batch

Ph. Eur.5.1.4

bile-tolerant, gram- Ph. Eur. 2.6.13 max. 100 CFU/g complies
negative bacteria

every fifth batch

Ph. Eur.5.1.4

Salmonella Ph. Eur. 2.6.13 absentin10g complies
every fifth batch

Ph. Eur.5.1.4

Escherichia coli Ph. Eur. 2.6.13 absentinlg complies
every fifth batch

Ph. Eur.5.1.4

Staphylococcus aureus Ph. Eur. 2.6.13 absentinlg complies

every fifth batch
Ph. Eur.5.1.4

BOLDER Arzneimittel GmbH & Co. KG
Rheinische Allee 11

50858 Koeln

Phone +49 2234 379520

Fax +49 2234 37952-125
www.bolder.de

info@bolder.de

z_rptLICERTIFICATE

Registered office: Koeln
District Court Koeln HRA 14423
VAT Reg.No. DE20713863
Tax number 223/5802/6894

General Partner

BOLDER Arzneimittel GmbH
Registered office: Koeln
District Court Koeln HRB 23419
Managing Directors

Andreas Dittrich

Dr. Franz-Josef Kohlenberg



BOLDER Arzneimittel GmbH & Co.KG

020 BOLDER

Your expert in pharmaceutical pastilles

Certificate of analysis

\Article

00050-13

Lasolvan pastilles 15 mg Finished pack 20 Russian Federation

0000019675

Test order 0000028269
Lot number 2006391
Lot BP: 2020016
Business Partner: SANOFI Winthrop Industrie
| 10299 TSA 91013
20, Avenue Raymond Aron
92767 Antony Cedex
Parameter Method

| Certificate No:
Page 5/5
print date: 01.12.2020
*,——,__7 e
| Creation date 27.10.2020
Expiry date 30.09.2022
Specification Result

The batch was tested with reference to the Master-Specification 00050-13 Version 1 from 14.07.2020.

The batch complies to specification and is released.

This document is computer-generated and valid without a handwritten signature.

released on: 01.12.2020

released from: Dr. Tanja Pallmann

The following convention for the decimal mark and thousands separator applies to this CoA: The decimal mark is
indicated by a comma. The thousands separator is indicated by a point.

BOLDER Arzneimittel GmbH & Co. KG
Rhelnische Allee 11

50858 Koeln

Phone +49 2234 379520

Fax +49 2234 37952-125
www.bolder.de

info@bolder.de

2_rptLICERTIFICATE

Registered office: Koeln
District Court Koeln HRA 14423
VAT Reg.No. DE20713863
Tax number 223/5802/6894

General Partner

BOLDER Arzneimittel GmbH
Registered office: Koeln
District Court Koeln HRB 23419
Managing Directors

Andreas Dittrich

Dr. Franz-Josef Kohlenberg
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