CepTudukar cOOTBETCTBHS U aHAJIHU3A ‘D

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS

Crpanuna 1

Jlata meuatu: 26/05/21

14:52:06

IIponyxr: JIA30JIBAH cupon
POCCUICKA Sl ®EJEPALIUSA

Perucrpanmonnoe ypocroseperne Ne: P N014992/02
OJIAKOH 100 mn

Kon 3aka3zuuka / Bepcus 785552 -002

JeficTByromue BemecTra AMBPOKCOJIA TUAPOXJIOPU]L 30 Mr/5 mi
Hopmartusnsiit nokyment: P N014992/02-040310

IIpomyxT Ne: 320904

Ne maprun/cepun 210592

Ne cepumn aHrpo: 210592

No PerucTpanioHHOTO YIIOCTOBEPEHUS: M 15/292

EudraGMDP cchuika Ha 10KyMeHT Ne: 71582

[IpousBoaCcTBEHHAS CIICITU(UKAITHS: 83506 _P330AI0101

Crenudukanuys ais npoBeneHus ucnpitanuii - Rlts-2156v1

Hata npousBocTBa: 04 2021

JlaTa oKOHUYaHUS CPOKa TOTHOCTH: 03 2024

Pa3mep BBINTYIIICHHON CEPHH: 78.882 EJI.

CeprudukaluoHHOE 3asBJICHUE:

«HacTosmum noaTBep)kaao, 4To BhIIIEyKa3aHHAs] HHQOpMAaLUs SBIIETCS JOCTOBEPHON U TOUHON U YTO
BCE ATaIlbl MPOU3BOJCTBA 3TOW CEPHM TOTOBOM MPOXYKIMU OBLIM BBITIOJIHEHBI B TIOJTHOM COOTBETCTBUH C
TpeboBanmsiMu GMP mecTHBIX perynupyromux opranoB, EC u TpeOoBaHusIMH, COIEpXKallMMUCS B
PErHCTPAlMOHHOM yIOCTOBEPEHUH CTPAHbl/CTpaH Ha3HAUYeHH. JJOKyMEHTBI, KacaloIuecs IPONU3BOCTBA,
YIaKOBKU W aHaJM3a CEpHH, ObUTH POBEPEHBI U MIPU3HAHBI COOTBETCTBYIOIMMU TpeboBanusim GMP. Ilo
(akTy mMOOBIX OTKJIOHEHHH OblIa MPOBEACHA MPOBEPKA, BOMPOCH OBUIM 3aKPHITHI 1O BBHITyCKAa CEPHUH.
Cepust ObUIa BBIYIIEHA YIOJTHOMOYEHHBIM JIULIOM.

V1I0IHOMOYECHHOE JIHITO
TToxmuce M.E.MOUGENOT
Delpharm Reims HOJIMUCH
10 Rue Colonel Charbonneaux 27 MAM 2021
51100 Reims. ®panmus




CepTudukaTt COOTBETCTBHUS M AaHAJIN3A D

DELPHARM
Reims

HasBanue JlazonBan cupon POCCUICKAS Crpanumna: 2
MPOITyKTA: OEJIEPALIA
IIponykt Ne: 320904 Kon 3akazuuka / Bepcust 785552 - 002 Hata newatu: 26/05/21

14:52:06
Ne maptun/cepunn 210592
No cepum Ganka: 210592
Crenudukanys s npoBeeHUs ucbiTanmid.: Rlts-2156v1 [ara npoussoacrsa: 21/04/21
[Ipouseoncreennas cnerudurarms Ne: 83506 P330AI10101 JlaTta ucteuenus cpoka

rogunoctu: 03 2024

IToka3zarenn Hopma Pesynbrar

Onucanue [Ipo3paunblii WK MOYTH NPo3padHbiid, COOTBETCTBYET
OCCIBETHBIN MU IOYTH OCCI[BETHBIMH,
CJIETKa BSI3KUM pacTBOP

3amax @pyKTOBBIN, C APOMATOM CootBercTBYET
KIIyOHUYHOTO Kpema
IBeTHOCTH pacTBOpa HcneiTyemslii pacTBop okpamieH He  COOTBETCTBYET
0oJiee MTHTEHCUBHO, Y€M STAJIOHBI BS
i BY S
[Ipo3pauHocTh pacTBOpa OnasnecueHnus UCIbITyEMOTO CooTBeTCTBYET
pacTBopa He MPEBBILIAECT 0,536 NTU
onaneciieHuo rajgona II
pH 2,5-35 3,0
OTtHOCHUTEIbHAS IIJIOTHOCTh 1,090 - 1,150 1,118
1,1179
[MomnuHHOCTB: XJNOpHIA ITonoxxurensHO CooTBeTcTBYET
[TogmuuanrocTh: N-A 872 CL (TCX) CooTBeTcTBYET CTaHAAPTHOMY CooTBeTCTBYET
obpa3sity
[TopmuaHOCTE: O€H30MHON KUCIOTEI COOTBETCTBYET CTaHAAPTHOMY CooTBeTCTBYET
(TCX) o0pasiy
[TonmuaHOCTB: O€H30MHON KUCIOTEI COOTBETCTBYET CTaHAAPTHOMY CoOTBETCTBYET
(BOXX) o0pasiy
KonnyecTBeHHOE onpeseneHue: 153,0 - 187,0 mr/100 M 167,6 mr/100 M
Oen3oitHoi kucinoTel (BOKX)
[TogmuuanroCcTh: N-A 872 CL (BOXKX) CooTBeTCTBYET CTaHAAPTHOMY CoOTBETCTBYET
oOpa3zity

KonunuectBennoe onpenenenne: N-A 570,0 - 630,0 mr/100 M
872 CL (BDXKX)

[TponyxTsl paznoxenus: N-A 873 CL He 6ounee 0,5 %
(BOXX)

[Ipoxyktsl pasnoxxenusi: N-A 1777  He 6onee 0,2 %

CL (BOXX)




CepTudukaTt COOTBETCTBHUS M AaHAJIN3A

o

DELPHARM
Reims
HasBanue JlazonBan cupon POCCUICKAS Crpanumna: 3
MPOITyKTA: OEJIEPALIA
IIponykt Ne: 320904 Kon 3akazuuka / Bepcust 785552 - 002 Hata newatu: 26/05/21
14:52:06
Ne maptun/cepunn 210592
Ne cepum Ganka: 210592
Crenudukanys s npoBeeHUs ucbiTanmid.: Rlts-2156v1 Jara npousBozactsa: 21/04/21
[Ipouseoncreennas cnerudurarms Ne: 83506 P330AI10101 JlaTta ucteuenus cpoka
rogaoctu: 03 2024
IToka3zarenn Hopma Pesynbrar
[Iponyxtsl pasnoxxenus: N-AB 773 He 6onee 0,2 % <0,10 %
XX (BOXKX)
[IpoxyxTsl paznoxxenus: equanyHblil He 6onee 0,2 % <0,10 %
HEUJeHTU(OUIIMPOBAHHBIN TTPOTYKT
paznoxenus (B2XKX)
[TpoayKThl pa3noxeHus: Ccymma He 6onee 1 % <0,10 %
poayKTOB paznoxeHus (BOXKX)
O6miee uncmo adpoOHBIX He 6onee 10> KOE/mn <10 KOE/mn
mukpoopranuzmos (TAMC)
(meTonuka EBp. ®apm.)
O011ee 9ncIo APOXIKEBBIX U He 6onee 10! KOE/Mn <10 KOE/mn

miecHeBbIX rpuooB (TYMCOC)
(meronuka EBp. @apmM.)

Escherichia coli (metoguka EBp. OtcytcTBue B 1 M
®apm.)
O0BbeM COIePKUMOTO YITaKOBKU He 6onee 1 u3 50 00beMOB MOKET

OBITE B quanasoHe oT 91,0 mo 95,5 mi.
O0beM He MOKeT ObITh MeHbIIe 91,0
MIT

O06mwembl comepkuMoro ynakoBok  CpenHuii 00beM COAEP)KUMOT0 paBeH
w 6onbiie 100,0 M

OrcyrctBHE B 1
MIJI

CootBeTcTBYET

101,3 M

[Ipumeuanms:

OreHKa: COOTBETCTBYET HOPMaM CreU(UKAITTN

[Hata ananuza :26/05/21 [Moanucs
Howmep ananuza 1403274 KonTpons kauectBa
AUDE POITRINE
<moamuch>

26 MAM 2021




Certificate of Conformance and Analysis

Product

Customer code - Version

Active Ingredient(s):

Article No :

Batch/Lot No.:

Bulk Batch No:

N° of Manufacturing Authorization
EudraGMDP Document Reference No.:

Manufacturing specification:
Testing specification
Date of Manufacture:

Expiry Date:

Batch quantity released:

&

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:26/05/21
at:14:52:06
LASOLVAN Syrup
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: P N014992/02

100m1 bottle

785552 - 002

AMBROXOL HYDROCHLORIDE 30mg/5m1l
Normative Document: P N014992/02-040310
320904

210592

210592

M 15/292

71582

83506_P330AI0101

Rlts-2156vl

04 2021

03 2024

78.882 UN

Certification statement:

"I hereby certify that the above information is authentic and accurate and that all the manufacturing stages
of this batch of finished product have been carried out in full compliance with the GMP requirements of the
local Regulatory Authority. the EU and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The batch processing, packaging and analysis records have been reviewed and
found to be in compliance with GMP. Any deviations have been assessed and closed prior to batch release

The batch has been released by a Qualified Person".

Qualified Person M.E MOUGENOT

ignature 1
et 77 MAI 2001

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims., France



Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup

Article No. .: 320904
Batch/Lot No.: 210592
Bulk Batch No: 210592

Testing Specification

Manufacturing Specification No

Customer code - Version:

¢ Rlts-2156v1

RUSSIAN FEDERATION
785552 - 002

: 83506_P330AI10101

S S EE ST COREEEEEEE S

colourless to
almost colourless slightly viscous

Tests Specifications

Appearance Clear to almost clear and
liquid

Odour

Colour of solution

Clarity of solution

pH

Relative density

Identification: Chloride

Identification: N-A 872 CL (TLC)
Identification: Benzoic Acid (TLC)
Identification: Benzoic acid (HPLC)
Assay: Benzoic acid (HPLC)
Identification: N-A 872 CL (HPLC)
Assay: N-A 872 CL (HPLC)

Degradation products: N-A 873 CL
(HPLC)

Degradation products: N-A 1777 CL
(HPLC)

Fruity, aromatic of strawberry cream

Not more intensely coloured than
reference solution B5 or BY5

Not more opalescent than reference
suspension 11

a5t SN ot

1.090 - 1.150

Positive

Corresponds to reference
Corresponds to reference
Corresponds to reference
153.0 - 187.0 mg/100m]
Corresponds to reference

570.0 - 630.0 mg/100 mi

NMT 0.5 %

NMT 0.2 %

4

DELPHARM

Reims

Page: 2
Printed on:26/05/21
at:14:52:06

Date of Manufacture:

Expiry Date

Results

21/04/21

: 03 2024

=== = =

Conforms

Conforms

Conforms

Conforms

0.536 NTU

3.0

1.118
1.1179

Conforms

Conforms

Conforms

Conforms

167.6 mg/100m1

Conforms

590.6 mg/100m}

<0.10 %

<0.10 %




Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup

Article No. : 320904
Batch/Lot No.:; 210592
Bulk Batch No: 210592

Testing Specification : R1ts-2156vl

Customer code - Version:

RUSSTAN FEDERATION
785552 - 002

Manufacturing Specification No.: 83506_P330AI0101

Specifications

2

DELPHARM
Reims

Page: 3
Printed on:26/05/21
at:14:52:06

Date of Manufacture:

Expiry Date .

21/04/21

¢ 03 2024

Degradation products: N-AB 773 XX
(HPLC)

Degradation products: Any unspecified
degradation product (HPLC)

Degradation products: Total degradation
products (HPLC)

Total Aerobic Microbial Count (TAMC)

(EP Method)

Total combined Yeasts & Moulds Count
(TYMC) (EP Method)
Escherichia coli (EP Method)

Volume of contents

Volumes of contents

NMT 0.2 %

NMT 0.2 %

NMT 1 %

Not more than 10 raised to the power 2

CFU/m1

Not more than 10 raised to the power 1
CFU/m]

Absence in 1ml

NMT 1 in 50 volumes is permitted to be
in the range 91.0 and 95.5 m]

No volume is permitted to be less than
91.0 ml

The average volume of contents is equal
to or greater than 100.0 ml

< 0,10 %

<0.10 %

< 10 CFU/mI

N

10 CFU/m]

Absence in 1mil

Conforms

101.3 ml

Evaluation: Conforms with Specifications

: 26/05/21
. 403274

Date of Analysis
No. of Analysis

Signature
Quality Control
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Aude POITRINE |N
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26 MAI 201
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