CepTudukar cOOTBETCTBHS U aHAJIHU3A ‘D

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS

Crpanwuna 1

Jara meuatu: 4/04/22

B 15:39:29

IIpoxyxr: JlazonBaH cupon
POCCUMCKAS ®EJEPALIUA

Perucrparmmonnoe ynocrosepenne Ne: P N014992/03
OJTAKOH 100 mn

Kon 3aka3uuka / Bepcus 785061 — 005

Je#cTByromue BeliecTBa AMBPOKCOJIA TUAPOXJIOPUJ 15 mr/5 mu
Hopwmarushslii nokyment: P N014992/03-180314

Aptukyn Ne: 320903

Ne maptuw/cepun 222458

Ne cepum Gamka: 222458

Ne JInuen3uu npousBoACTBa: M 15/292

Ne Ceprudukara: 2020/HPF/FR/013

TIpousBoaCcTBEHHAS CIICTTU(UKAIINS: 83505 P330AI0101

Crneundukanust 1Uisi IPOBEICHNS HCIIBITAHUH Rlts-2809v2

Jara npousBojcTBa: 022022

JlaTa OKOHYaHUS CPOKa TOAHOCTU: 012025

Pa3smep BBITyIIEHHON CepuH: 78.704 ENl.

CeprudukanmonHoe 3asBICHUE:

«Hacrosmum noaTBepK a0, 4To BblllIeyKa3aHHas HHPOpMAIIHS SBISETCS JOCTOBEPHOM 1 TOUHON
¥ YTO BCE ATAaIlbl MPOU3BOACTBA ATOH CEPHH TOTOBOM MPOAYKIMH OBLIM BBITOJIHEHBI B IOJHOM
cooTBeTcTBUU C TpeboBanussMu GMP mecTHBIX perynupyromnux opranos, EC u tpeGoBaHusIMH,
COJICPKALTUMHCS B PETUCTPALIMIOHHOM YAOCTOBEPEHUHU CTPAHBI/CTPaH Ha3HAYeHUA. JIOKYMEHTHI,
Kacaroluecsi MPOU3BOJCTBA, YMAaKOBKM M aHAlIM3a Cepud, OBUIM MPOBEPEHbI U MPHU3HAHBI
cootBercTByomUMH TpeboBanusiM GMP. Ilo ¢dakty mo0bIX OTKIOHEHHH ObLIa MpoBeIcHA
IpOBEpPKa, BONPOCHl OBbUIM 3aKpbITBl 70 BbiMycka cepuu. Cepus Obla BBIMyIIEHA
YIOJTHOMOYEHHBIM JINLIOM.

VHOJIHOMOYEHHOE JIUIIO

Tloamuce
<ll0)llllle>

. 05 ATIP 2022
Delpharm Reims

10 Rue Colonel Charbonneaux
51100 Reims. ®panums




Ceprudukar cOOTBETCTBHS U AaHAJIHU3A

HasBanwne IpoAYyKTa: JlazonBan cupon

IIponykt Ne: 320903
Ne naprun/cepun 222458
Ne cepun Ganka: 222458

POCCHUICKAS ®EJEPALIMA

Kopn 3aka3zumka / Bepcus 785061 - 005

Criendukanus s npoBecHus ucnbitanuii.: Rlts-2809v2

IpousBoacteennas cnenudukaus Ne: 83505 P330AI10101

S

DELPHARM
Reims
Crpanuna: 2

Jara neuatu: 04/04/2022
B 15:39:29

[Jara npousBoactsa: 25/02/2022

Jata ucteueHus cpoka
rogHoctu: 01 2025

Iloka3arens Hopma Pesynbrar
Ornucanue [Tpo3payHbIii WK TOYTH CooTBeTcTBYET
MIPO3pavHbIi, OECIBETHBIA HITH
MMOYTH OECI[BETHBIM, CIIETKA BA3KHMI
pacTBop
3amax ®pyKTOBBIA, ¢ apoMaToM JiecHbIX ~ COOTBETCTBYET

IIBeTHOCTH pacTBOpa

[Ipo3pauHoCcTh pacTBOpa

pH

OTHOCHUTEIbHAS IJIOTHOCTD

IomnMHHOCTE: XIOPHUIBI
TTogmuanocTh: N-A 872 CL (TCX)
TToamuaHOCTD: Gen30itHON KucnoThl (TCX)

TTommMHHOCTE: OEH30ITHON KMCIIOTHI
(BOXX)

KonmuectBeHHoOe ornpenesenue: 6eH30HHOM
kucnotsl (BOXKX)

IMogmuanocTh: N-A 872 CL (BDXKX)

KommaectBennoe onpenenenne: N-A 872
CL (BOXX)

IIpomyxTsr pasnoxenus: N-A 873 CL
(BOXKX)

IIponyktel pasnoxxenus: N-A 1777 CL
(BOXKX)

SITOJT

HcnbiTyemblii pacTBOp OKpalleH He
0oJiee UHTEHCHUBHO, YEM DTAJIOHEI
B5 wiu BY5

OnanecneHnus NCIbITyeMOTO
pacTBopa He MPEBhIIAST
onajiecueHiuio ranona II

2,5-3,5

1,090 - 1,150

IonoxuTenbHbIN pe3ynabTaT

CoOTBETCTBYET CTAaHIAPTHOMY
obpasiy
CoOTBETCTBYET CTAaHIAPTHOMY
obOpasiy
CoOTBETCTBYET CTAaHIAPTHOMY
o0pa3siry

153,0 - 187,0 mr/100 mn
CoOOTBETCTBYET CTAaHIAPTHOMY

obpasiy
285,0 - 315,0 mr/100 M

He 6oitee 0,5 %

He 6onee 0,2 %

CooTBeTcTBYET

CooTBeTCTBYET
0,621 NTU
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CooTBeTCcTBYET
CooTBeTCcTBYET

CooTBeTCcTBYET

167,8 mr/100 v

CooTBeTcTBYET

294,8 mr/100 M

<0,10 %

<0,10 %



Ceprudukar cOOTBETCTBHS U AaHAJIHU3A D

DELPHARM

Reims
Hazpanue npogykra: JlazonBaH cupon POCCHUUCKAA ®EJEPALIA Crpanuma: 3
IIponykt Ne: 320903 Kon 3aka3zuuka / Bepcus 785061 - 005 Hara negatn: 04/04/2022
Ne naprun/cepun 222458 B 15:39:29
Ne cepun Ganka: 222458
Criendukanus s npoBecHus ucnbitanuii.: Rlts-2809v2 JHara npousBojactea: 25/02/2022
IpousBoacteennas cnenudukaus Ne: 83505 P330AI10101 Jata ucredenus cpoxa

rognoctu: 01 2025

Iloka3arens Hopma Pesynbrar
IIponmyxTer pasnoxenus: N-AB 773 XX He 6oiree 0,2 % <0,10 %
(BOXKX)
TIpoXyKTHI pa3ioXeHMsI: € TMHUIHBIN He 6oiee 0,2 % <0,10 %
HEHJCHTU()HUIINPOBAHHBIA IPOIYKT
pasznoxenus (BOXX)
[IpoxykTel pazioxenus: cymma npoayktoB He Goxee 1 % <0,10 %
pasznoxenus (BOXX)

O0wem copepxkumoro yrnakoku (100 mx)  He Gonee 1 u3 50 o6pa3ioB moxer COOTBETCTBYET
HMETh 00beM B quara3one ot 91,0
1o 95,5 mur. Hu ogue obpasenr He
MOJKET OBITh IMETh 00bEM MEHBIIIE
91,0 mix

OO0BeMBI COAECPKIMOTO YITAKOBOK Cpennuii 00beM COIEPKUMOTO 100,8 mur
paBen wim 6ombire 100,0 M

TIpumeuanus:

O1eHKa: COOTBETCTBYET HOPMaM Crieli(pUKALNT

JlaTa aHanu3a 1 4/04/2022 TToammce
Howmep ananmza 1413362 KoHTpoas kagecTBa

Aude POITRINE
04 AIIP 2022




Certificate of Conformance and Analysis

Product:

Customer code - Version

Active Ingredient(s):

Article No.:

Batch/Lot No.:

Bulk Batch No:

N°e of Manufacturing Authorization
Certificate Number:

Manufacturing specification.

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

%,

DELPHARM
Reims

Certificate of Conformance

Page: 1
Printed on:4/04/22
at:15:39:29

LASOLVAN syrup

RUSSIAN FEDERATION

MARKETING AUTHORIZATION No: P N014992/03
100m1 bottle

785061 - 005

AMBROXOL HYDROCHLORIDE 15MG/5ML
Normative document: P N014992/03-180314
320903

222458

222458

M 15/292

2020/HPF/FR/013

83505_P330AI0101

R1ts-2809vZ

02 2022

01 2025

78,704 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
Tocal 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

Signature Mé]ame(f???fﬁ.{
05 AR 2007

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup
Article No. .: 320903
Batch/Lot No.: 222458
Bulk Batch No: 222458
Testing Specification

: R1ts-2809v2

RUSSIAN FEDERATION

Customer code - Version: 785061 - 005

Manufacturing Specification No.: 83505_P330A10101

2,

DELPHARM
Reims

Page: 2
Printed on:4/04/22
at:15:39:29

Date of Manufacture:

Expiry Date .

25/02/22

: 01 2025

Tests Specifications Results
Appearance Clear to almost clear & colourless to Conforms
almost colouriess slightly viscous
syrup
Odour Fruity, aromatic of woodberry Conforms
Colour of solution Not more intensely coloured than the Conforms
reference solution B5 or BY5
Clarity of solution Not more opalescent than reference Conforms
suspension II 0.621 NTU
pH 2.5 - 3.5 3.0
Relative density d(20/20) 1.090 - 1.150 1.117
1,1173
Identification: Chloride Positive Conforms
Identification: N-A 872 CL (TLC) Corresponding to standard Conforms
Identification: Benzoic Acid (TLC) Corresponding to standard Conforms
Corresponding to standard Conforms

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)

153.0 - 187.0 mg/100m1
Corresponding to standard
285.0 - 315.0 mg/100 ml

NMT 0.5 %

NMT 0.2 %
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167.8 mg/100m]

Conforms

294 .8 mg/100m]l

< 0.10 %

< 0.10 %
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DELPHARM

Certificate of Conformance and Analysis

Reims
Product Name : LASOLVAN syrup RUSSIAN FEDERATION Page: 3
Article No. : 320903 Customer code - Version: 785061 - 005 Printed on:4/04/22
Batch/Lot No.: 222458 at:15:39:29
Bulk Batch No: 222458
Testing Specification : Rlts-2809v2 Date of Manufacture: 25/02/22
Manufacturing Specification No.: 83505_P330AI0101 Expiry Date . . . .: 01 2025
Tests Specifications Results
Degradation products: N-AB 773 XX NMT 0.2 % <0.10 %
(HPLC)
Degradation products: Any unspecified NMT 0.2 % < 0.10 %

degradtion product (HPLC)

Degradation products: Total degradation NMT 1 % < 0.10 %
products (HPLC)

Volume of contents (100 m1) NMT 1 in 50 volumes is permitted to be Conforms
in the range 91.0 & 95.5 mil
No volume is permitted to be less than

91.0 ml
Volumes of contents (100 m1) The average is >= 100.0 ml 100.8 ml
Remarks:
Evatuation: Conforms with Specifications
Date of Analysis : 4/04/22 Signature
No. of Analysis : 413362 Quality Control
Aude POITRINE 1\
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