™\ Boehringer
I"II Ingelheim

CepTtudukat cooTBeTCTBUA

BepuHrep NHrenbxanm 3nnac AE 5-bin km ManaHus-Mapkonayno
GR-19400 Koponu, Npeuus
JnueHsms Ha npomnssogcTeo 000000003/19/1

HaumeHoBaHuWe npoaykTa: JIABOJIBAH Tabnetkn 30 mr 50 Tabnetok GUS
ApTukyn Ne /Cepus Ne: 342983/C06167

BIX Ne: 342983

BIX Bepcus: 000

AKTUBHbI MHIPEOVEHT: AmBpokcona rugpoxnopua
[oaupoBska: 30 mr

JlekapcTBeHHasa dopma: TabneTkn

Pa3mep ynakoBku: 50 TabneTok

Twvn NepBUYHON YNaKoBKK: AntomnHuneBbIn/NBX 6nuctep
KonnyecTtBo ynakoBaHHbIX eguHULL: 27 227

[aTa npounsBoacrea: 14.03.2020

logeH po: 31.03.2025
MponsBoacTBeHHas cneundukaumns: 78863-p330an0101
Cneundukaunsa Ha TeCTMpoBaHueE: Cwm. Ceptudmkat aHanmsa

HacTosawmm noaTeepxaato, YTo BCe 3Tanbl NPON3BOACTBA AAHHOW NapTuM roToBOWM NPOAYKLMM
BbIMOJSIHEHBI B MOJTHOM COOTBETCTBMM ¢ TpeboBaHnssmn GMP EC, a Takke TpeboBaHusMum
PErnCTPaLMOHHOIO YAOCTOBEPEHMWS CTPaHbl HA3HAYEHWS.

MpumeuaHue:

Sanofi GMID: 652976
Homep PY: 1 N014992/01
CTtpaHa HasHayeHus: Poccus

Oata penusa: 15-Mas-2020 Bpems penusa: 2:57:42 PM BIB
BoeinyweHo: Zogkari-Nousi, Styliani (ZOGKARIN)
Otnen: O6ecneyveHune kayecTBa

Cepusi/napTns Obina BbinyweHa YNOMHOMOYEHHbBIM NTULLOM

-KoHey otyeTa-

Ctp.1u3l


I0444719
Stamp


CepTtudukar AHanum3sa

HanmeHoBaHWe npoayKTa:

Homep maTtepuana:
Cepwua:

CneunduKauma Ha
TecTupoBsaHue:

Homep SKU:

Homep nocCTaBLMKa:

Perncrpauma:

[ata npoussoacTsea:

CpOoK rogHocTu:

TecTbl
OMUCAHUE

(Bu3yanbHbIN TECT)

PACNAOAEMOCTb
(TexHMueckui Tecr)

NasonsaH Tabnetkn/50/ 30 mr

™\ Boehringer
I"II Ingelheim

BepuHrep NHrenbxanm 3nnac AE
5-bIn kM ManaHusa-Mapkonayno
19400 Koponu, Npeuusi

342983 JNnueHsna Ha npoussoactso 000000003/19/1

C06167

78863-P510AN0101 MHCNEeKUNOHHanA cepua:
40000150511

342983

900809

Poccus CospgaHo: 14 Mas 2020

14 Mapra 2020
31 Maprta 2025

CneuunduKkauusa

Kpyrnbie, 6enble

CtpaHuua 1 us 6

Pesynbtar

TabneTKM; NN0CKMe C ABYX CooTBeTcTBYET

CTOPOH, CO CKOLEHHbIMM KpasiMK, Ha O4HOM
CTOPOHE — PasAenuTesIbHasA PUCKa U1
rpaBupoBKa «67C», BblaBneHHas no obe
CTOPOHbI Pa3aennTeNIbHOM PUCKM, Ha ApYrow
CTOPOHE TabneTkn cMmBo GbUpPMbI.

He 6onee 15 muHyT. OnpeaensatoT Bpems

CooTtBeTcTBYET

pacnagaemocTu 6 TabneTok. B Tom cayvae,
ecnn 1 unm 2 TabneTku He pacnagyTcs,
NPOV3BOAAT UCMbITaHME eLle Ha 12 TabneTkax.

He meHee 16 u3

18 ucnbiTaHHbIX TabneToK

AO0J/IXKHbl OTBEYaTb NpeabAB/IAEMbIM

Bpemsa
pacnazaemocTtu
MWHUMaIbHOE
(TexHWueckuit TecT)
Bpemsa
pacnazaemocTtu
MaKcMmanbHoe
(TexHWueckuit TecT)

NOTEPA B MACCE INPU
BbICYLUMBAHNU
(Becosoit)

TpeboBaHMAM
<15 muH

<15 muH

<5,0%

<1 muH

<1 muH
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Ceptudcdmkar AHanusa

HanmeHoBaHWe npoayKTa:

Homep maTtepuana:
Cepwa:

CneupnduKauma Ha
TecTupoBaHue:

MoannHHOCTL
N-A 872 CL (TCX)

N-A 872 CL (¥X)

N-A 873 CL

NasonsaH Tabnetkn/50/ 30 mr

342983
C06167

78863-P510AN0101

(MykoconsaH)
3HayeHue Rf, pasmep, LBET U UHTEHCUB
NOrOLWEHMA OCHOBHOrO MATHA Ha

=~ Boehringer
II"I Ingelheim

BepuHrep UHrenbxanm Onnac AE
5-bIn kM ManaHusa-Mapkonayno
19400 Koponu, Npeuusi

JNuueHsna Ha npomssoactso 000000003/19/1

MHCneKuMoHHan cepus:
40000150511

14 Mas 2020
CtpaHuua 2 us 6

HOCTb CooTBeTtcTBYET

XpoMaTtorpamme MUCMbITYEeMOro pacTsopa

AO0J/1KHbl COOTBETCTBOBATb Pa3mMepy, UB

ety u

MHTEHCUBHOCTU NornoweHnAa OCHOBHOIO NATHaA
Ha XpomaTtorpamme CTaH4apTHOro pacreopa

aKTMBHOrO BellecTsa
(MykoconBaH)

BpeMﬂ yAepxXnesaHnAa OCHOBHOTO NKa Ha COOTBeTCTByeT
XpoOMaTorpamMmme Ucnbityemoro pacresopa

AO0/1IXKHO COOTBETCTBOBATb BpEMEHU

yAepPXKnBaHMA OCHOBHOTIO NMKa Ha

XpomaTtorpamme CTaHOapTHOro pacte
dKTUBHOIO BelleCTBa.

<0,2 %

MpoayKTbl Aerpagaumm

KX

N-AB 773 XX

<0,2 %

MpoayKTbl Aerpagaumm

KX

Kaxpan eaMHunyHas

<0,2 %

HEM,CI,EHTVI(I)MLI,VIpOBaHHaﬂ

npmmecb

MpoayKTbl Aerpagaumm

KX

opa

<0,1%

<0,1%

<0,1%

TESy

iy
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N
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Ceptudcdmkar AHanusa

HanmeHoBaHWe npoayKTa:

342983
C06167

Homep maTtepuana:
Cepwa:

CneupnduKauma Ha
TecTupoBaHue:

Cymma Bcex npumecei
MpoAayKTbl gerpagaumm
KX

KonnyectseHHoe
onpegeneHne akTMBHOrO
Bewectea N-A 872 CL
(MykocongaH)

KX

PACTBOPEHME N-A 872 CL
(nonacTHble meLwanku,
cnekTpodoTomeTpuyeckoe
onpeaeneHune 00231dpr-
mO01)

PactBopeHue (n=6)
(nonacTHble melwanku,
cnekTpopoToMeTpmyecKoe
onpeaeneHune 00231dpr-
mO01)

PacTBopeHue cpegHee
3HayeHune

(nonactHble mewanku,
cnekTpopoToMeTpryecKoe
onpeaeneHune 00231dpr-
mO01)

NasonsaH Tabnetkn/50/ 30 mr

JIueHsuna

78863-P510AN0101

<0,6%

28,5-31,5 mr B Tabnetke

(MykoconBaH)
Q: 80% 3a 15 muH
TpeboBaHue A (n=6)
OTCyTCTBYIOT OTAE/IbHblE 3HAaYEeHUA, MEeHbLUME
Q+5%
TpeboBaHue B (n=12)

CpeaHee 3HayeHMe AONXKHO bbITb 6onbLie UK
paBHO Q, U OTCYTCTBYIOT OTAE/IbHbIE 3HAUYEHUA,
meHbwmre Q-15%

TpebosaHue C (n=24)

CpeaHee 3HayeHMe AONXKHO BbITb BonbLie UK
paBHO Q, He 6oJiee 2 OTAENbHbIX 3HAYEHUI
[OMKHbI 6bITb MeHble Q - 15%, u oTcyTcTBYIOT
OTAEeNbHble 3HAYeHUA, MeHblime Q - 25%
MonyyeHHble 3HaYeHUA

>80 %

Boehringer
Ingelheim

BepuHrep UHrenbxanm Onnac AE
5-bIn kM ManaHusa-Mapkonayno
19400 Koponu, Npeuusi

Ha npoussoacTtso 000000003/19/1

MHCneKuMoHHan cepus:
40000150511

14 Mas 2020
CtpaHuua 3 u3 6

<0,1%

30,1 mr/Tabnetka

CooTtBeTcTBYET

98/100/101/99/99/100
%

99 %
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Ceptudcdmkar AHanusa

HanmeHoBaHWe npoayKTa:

Homep maTtepuana:
Cepwa:

CneupnduKauma Ha
TecTupoBaHue:

PactBopeHne MIN

NasonsaH Tabnetkn/50/ 30 mr

342983
C06167

78863-P510AN0101

NonyyeHHOe 3HayeHUe

(nonacTHble melwanku,
cnekTpodoTomMeTpuieckoe

N
ll

Boehringer
Ingelheim

BepuHrep UHrenbxanm Onnac AE

5-bIn kM ManaHusa-Mapkonayno

19400 Koponu, Npeuusi

JNuueHsna Ha npomssoactso 000000003/19/1

onpeaenenune 00231dpr-
mO01)
OpHopoAHOCTb (MykoconBaH)
posumposaHmna NA872CL TpebosaHue A (n=10)
KX Kputepuint npuemnemoctu (k = 2,4) He 4oMKHO
npesbiwatb 15,0
TpebosaHue B (n=30)

Kputepuint npuemnemoctu (k = 2,0) He goKHO
npesbiwatb 15,0 n OTCYTCTBYIOT OTAENbHbIE
3HayeHusa, meHbwmre 0,75 M munm 6onbline

1,25 M.
OaHopogHOCTbL MonyyeHHOe 3HaYeHue

nosnposaHma — MIN
KX

OaHopoaHOCTb
[031poBaHNA
TpeboBaHue A

KX

OaHopoaHOCTb
no3snposaHma — MAX
KX

OaHopoaHOCTb

<15,0

MonyvyeHHOe 3HaYeHUe

|_|OJ'Iy‘-IEHH06 3Ha4eHune

A03npoBaHNA — cpeaHee

KX

MHCneKuMoHHan cepus:
40000150511

14 Mas 2020
CtpaHuua 4 us 6

98 %

99,4%

1,4

101,0%

100,3 %
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=\ Boehringer
II"I Ingelheim
Ceptudcdmkar AHanusa

BepuHrep UHrenbxanm Onnac AE
5-bIn kM ManaHusa-Mapkonayno
19400 Koponu, Npeuusi

HavmeHoBaHue npoaykta:  JlasonsaH Tabnetkn/50/ 30 mr

Homep matepwuana: 342983 JNuueHsna Ha npomssoactso 000000003/19/1

Cepwa: C06167

CneupnduKauma Ha 78863-P510AN0101 MHCNEeKUNOHHanA cepua:

TecTupoBaHue: 40000150511
14 Mas 2020

CtpaHuua 5u3 6

ObLee KOANYECTBO <1000 KOE/r <1000
a3POBHbIX

MuKpoopraHuamos (TAMC/r):

Esp.d./®.CLUA/D.A.

Obuee KonyecTso <100 KOE/r <100 KOE/r
[APOXKIKEBBIX U NIECHEBBIX

rpnbos (TYMC/r):

EBp.®./d.CLLUA/D.A.

Escherichia coli OtcytctBne B 1r OTcyTcTBYIOT
EBp.®./d.CLLUA/D.A.

MpumevaHua:

3akntoyeHue: MpoayKT cooTBeTCTBYET TpeboBaHUAM KoMNaHun BepuHrep MHreabxanm
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Ceptudcdmkar AHanusa

HavmeHoBaHue npoaykta:  JlasonsaH Tabnetkn/50/ 30 mr

Homep matepwuana: 342983

Cepwa: C06167
CneupnduKauma Ha 78863-P510AN0101
TecTupoBaHue:

HaTa penusa: 13-Mas-2020
BoinyweHo: Davari Vassiliki (DAVARI)

HomkHocTb: PykoBoauTenb oTaena KOHTPOnNs KavyecTsa

=~ Boehringer
I"ll Ingelheim

BepuHrep UHrenbxanm Onnac AE
5-bIn kM ManaHusa-Mapkonayno
19400 Koponu, Npeuusi

JNuueHsna Ha npomssoactso 000000003/19/1

MHCcneKkumoHHan cepua:
40000150511

14 Mas 2020
CtpaHuua 6 us 6

Bpewms penusa: 14:42:07 PM BINB

CepTI/I(*)I/IKaT aHalnunaa BbinyulieH aBTOMaTu4eCkn 1 pencrteuTeneH 6e3 nognucu

-KoHey otyeTa-
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Boehringer Ingelheim Ellas A.E / 5th Kim Markopoulou Paianias / GR-19400 Koropi
Manufacturing Authorisation: 0000000003/19/1

Boehringer
Ingelheim

Certificate of Conformance

Product: .LASOLVAN, TABS/ 50/30MG
Article No. / Lot No.: 342983 / C06167

BIX No.: 342983

BIX Version: 000

Active Ingredients: ambroxol hydrochloride

Strength: 30 mg

Dosage Form: tablets

Package size: 50 PCE

Packaging type: Blister Alu/PVC

Quantity: 27,227 EA

Date of Manufacture: 14 Mar 2020

Date of Expiry: 31 Mar 2025

MDS: 78863-P330AN0101

TS: Ref. Certificate of Analysis

| hereby certify that all the manufacturing stages of this batch of
finished product have been carried out in full compliance with the GMP
requirements of the EU and with the requirements of the Marketing
Authorization(s) of the destination country/countries.

Remarks:
Sanofi GMID : 652976

Marketing Authorization No : P N014992/01
Final Destination Country : Russia

Date of Release: 13 May 2020 Time of Release: 2:57:42 PM EET
Zogkari - Nousi , Styliani (ZOGKARIN)

Quality Assurance

Released by:
Meaning:

The batch/lot has been released by a Qualified Person.

- End of Report -

Page 1 of 1
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Certificate of Analysis

Product Name:

Material number:
Batch:

Testing Specification

SKU number:
Vendor number:
Registration:

Date of manufacture:

Expiry date:

Test

Description

Visual test

Disintegration Time
Technical Test

Disintegration Time MIN
Technical Test

Disintegration Time MAX
Technical Test

Loss On Drying
Weighing

~\ Boehringer
|| II Ingelheim

Boehringer Ingelheim Ellas AE.
5th Km Paiania-Markopoulo

LASOLVAN, TABS/ 50/30MG 19400 Koropi, Greece
342983
Coe167 Manufacturing Authorisation: 0000000003/19/1

78863-P510AN0101

Inspection Lot:

342983 40000150511

900809

Russia

14 Mar 2020 Created on 14 May 2020

31 Mar 2025 Page 1 0of 6
Specification Result

Round, white tablets, both faces flat, with  Conform
bevelled edges; one face is

scored and impressed with ‘67C’ above

and below the score;

the other face is impressed with the

company symbol.

Not more than 15 min: Carry out the test  Conform
on 6 samples. If 1 or 2 samples fail to
comply with the requirement, test a

further 12.

At least 16 of the 18 samples should

comply.

<15 MIN <1 MIN
<15 MIN <1 MIN
<50% 32%
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Certificate of Analysis

Product Name: LASOLVAN, TABS/ 50/30MG

Material number: 342983
Batch: Cc06167

Testing Specification 78863-P51 0ANO0101

-~ Boehringer
||||| Ingelheim

Boehringer Ingelheim Ellas AE.
5th Km Paiania-Markopoulo
19400 Koropi, Greece

Inspection Lot:

Identification N-A 872 CL (TLC)
Thin-Layer Chromatography

Identification N-A 872 CL (LC)
Liquid Chromatography

N-A 873 CL
Degradation Products

Liquid Chromatography

N-A 773 XX
Degradation Products

Liquid Chromatography

Each Individual Unspecified
Degradation Products

Liquid Chromatography

40000150511

Created on 14 May 2020
Page 20f6

(Mucosolvan) Conform
The Rf value, size, intensity and colour of

the active ingredient obtained with the

test solution corresponds to the size,

intensity and colour of that obtained with

the standard

(Mucosolvan) Conform

The uncorrected retention time of the
active ingredient in the test solution must
be the same as the uncorrected retention
time

of the active ingredient in the standard
solution.

<0,2% <0,1%

% 0,2 % <01 %

<02% <01%
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Certificate of Analysis

Product Name:

Material number: 342983
Batch: Cc06167
Testing Specification

Sum of All

Degradation Products
Liquid Chromatography

Active Ingredient Content- N-A 872 CL
(Mucosolvan)

Liquid Chromatography

Dissolution N-A 872 CL
Paddle/Spectrophotometric 00231dpr-
mO01

Dissolution n=6
Paddle/Spectrophotometric 00231dpr-
mO01

Dissolution AVG
Paddle/Spectrophotometric 00231dpr-
mO01

LASOLVAN, TABS/ 50/30MG

78863-P510AN0101

T
ll

Boehringer Ingelheim Ellas AE.
5th Km Paiania-Markopoulo
19400 Koropi, Greece

Inspection Lot:

40000150511
Created on 14 May 2020
Page 30f6

<0,6% <0,1%

28,5 - 31,5 mg/tablet 30,1 mg/tablet

(Mucosolvan) Q=80% at 15min Conform

Requirement A (n=6): No individual value
should be less that Q +5%.

Requirement B (n=12): The average
should be equal to or greater than Q and
no individual value should be less than Q
-15%.

Requirement C (n=24): The average
value should be equal to or greater than
Q, not more than 2 individual values
should be less

than Q-15%, and no individual value
should be less than Q-25%.

98/100/101/99/99/100 %

Reported Value

>80 %

Boehringer
Ingelheim
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Certificate of Analysis

Product Name:

Material number: 342983
Batch: C06167

LASOLVAN, TABS/ 50/30MG

Testing Specification  78863-P510AN0101

Dissolution MIN
Paddle/Spectrophotometric 00231dpr-
mO01

Uniformity of Dosage Units - N-A 872
CL
Liquid Chromatography

Uniformity of Dosage Units - MIN
Liquid Chromatography

Uniformity of Dosage Units - Req. A -
AV

Liquid Chromatography

Uniformity of Dosage Units - MAX
Liquid Chromatography

Uniformity of Dosage Units - AVG
Liquid Chromatography

Reported Value

(Mucosolvan)

Requirement A (n=10): The acceptance
value (k=2,4) must not be greater

than 15,0.

Requirement B (n=30): The acceptance
value (k=2,0) must not be greater
than 15,0 and no individual value is lower

than 0,75M
or greater than 1,25M

Reported Value

<150

Reported Value

Reported Value

~\ Boehringer
I"II Ingelheim

Boehringer Ingelheim Ellas AE.
5th Km Paiania-Markopoulo
19400 Koropi, Greece

Inspection Lot:
40000150511

Created on 14 May 2020
Page 4 0of 6

98 %

Conform

99,4 %

1,4

101,0 %

100,3 %

A g A

Earnod Hussig A
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Certificate of Analysis

Product Name: LASOLVAN, TABS/ 50/30MG
Material number: 342983
Batch: Cc06167

Testing Specification 78863-P510AN0101

Total Aerobic Microbial Count TAMC/ < 1000 CFU/g
G

Ph. Eur./USP/JP

Total Combined Yeasts/Mould Count <100 CFU/g
TYMC/G

Ph. Eur./USP/JP

Escherichia Coli Absence in 1 g.
Ph. Eur./USP/JP

~ Boehringer
||"I Ingelheim -

Boehringer Ingelheim Ellas AE.
5th Km Paiania-Markopoulo
19400 Koropi, Greece

Inspection Lot:
40000150511

Created on 14 May 2020
Page 50f6

<1000 CFU/g
<100 CFU/g

Absent

Remarks: -

Evaluation: The product corresponds to the requirements of Boehringer Ingelheim.
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~\ Boehringer
l

Certificate of Analysis Ingelheim

Boehringer Ingelheim Ellas AE.
5th Km Paiania-Markopoulo

Product Name: LASOLVAN, TABS/ 50/30MG 19400 Koropi, Greece

Material number: 342983

Batch: Cc06167

Testing Specification 78863-P510AN0101 Inspection Lot:
40000150511

Created on 14 May 2020

Page 6 of 6
Date of Release: 13 May 2020  Time of Release: 14:42:07 PM EET
Released By Davari , Vassiliki ( DAVARI )
Meaning: Head of Quality Control

This certificate of analysis was produced automatically and is also valid without signatures.

- End of Report -
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