CepTudukar cOOTBETCTBHS U aHAJIHU3A ‘D

DELPHARM
Reims
Ceprudukar cOOTBETCTBUS
Crpanwuna 1
Jlata meuatu: 13/12//21
B 13:01:34
IIpoxyxr: JlazonBaH cupon
POCCUMCKAS ®EJEPALIUA

Perucrparmmonnoe ynocrosepenne Ne: P N014992/03
OJTAKOH 100 mn

Kon 3aka3uuka / Bepcus 785061 — 004

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

Aptukyn Ne: 320903

Ne maptuw/cepun 211477

Ne cepum Gamka: 211477

Ne JInuen3uu npousBoACTBa: M 15/292

Ne moxkymenTta u3 6a3p1 EudraGMDP: 71582

TIpousBoaCcTBEHHAS CIICTTU(UKAIINS: 83505 P330AI0101

Crneundukanust 1Uisi IPOBEICHNS HCIIBITAHUH Rlts-2809v2

Jara npousBojcTBa: 112021

JlaTa OKOHYaHUS CPOKa TOAHOCTU: 10 2024

Pa3smep BBITyIIEHHON CepuH: 78.715 EN.

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>

. 13 JIEK 2021
Delpharm Reims A

10 Rue Colonel Charbonneaux
51100 Reims. ®panums




Ceprudukar cOOTBETCTBHS U AaHAJIHU3A D

DELPHARM
Reims
Hazpanue npogykra: JlazonBaH cupon POCCHUUCKAA ®EJEPALIA Crpanuna: 2
IIpomyxT Ne: 320903 Kopn 3akaszuuka / Bepcust 785061 - 004 Hara nevatu: 13/12/21
B 13:01:34
Ne naprun/cepun 211477
Ne cepun Oanka: 211477
Crendukanus s npoBeeHus ucnbitanuii.: Rlts-2809v2 Jara npousBojactea: 16/11/21
IpousBoacteennas cnenudukaus Ne: 83505 P330AI10101 Jata ucreyenus cpoka
ronHoctu: 10 2024
ITokazarens Hopma PesynbTar
Ornucanue IIpo3pauHsblil WK MOYTH MPO3PAYHBIH, COOTBETCTBYET
OeCLBETHBIN WIIM IIOYTH OECIIBETHBIM, CIErKa
BSI3KUI pacTBOp
3amax ®DpPYKTOBBIH, C apOMATOM JIECHBIX SITOJT CoOTBETCTBYET
LBeTHOCTH pacTBOpa HcnpiTyeMblii pacTBOp OKpAIlIeH He OoJiee COOTBETCTBYET
WHTEHCHUBHO, YeM 3TajioHsl B5 unu BY5
IIpo3pauHocTs pacTBOpa OnanecueHlys UCIIBITYEMOT0 pacTBopa He COOTBETCTBYET
MIPEBBIIIAET ONaIeCUEHIMI0 ITanoHa 1 0,621 NTU
pH 2,5-35 3,0
OTtHOCHTEIbHAS IIJIOTHOCTD 1,090 - 1,150 1,117
1,1168
IomnMHHOCTE: XJIOPHUIBI [TonoxutenbHbIA pe3yabTaT COOTBETCTBYET
Hommuunocts: N-A 872 CL (TCX) COOTBETCTBYET CTAaHIAPTHOMY 00pasILy COOTBETCTBYET
IomnmuuanoCTh: OeH30iHOI KucnoThl (TCX) CooTBETCTBYET CTaHAAPTHOMY 00pa3iry COOTBETCTBYET
TToamuHHOCTD: OEH30MHON KHCIIOTHI CoOTBETCTBYET CTAaHIAPTHOMY 00pas3ILy COOTBETCTBYET
(BOXX)
KommdaectBennoe onpenenenue: 6ensonor  153,0 - 187,0 mr/100 mu 165,4 mr/100 M
kucioThl (BOXX)
MommuanocTh: N-A 872 CL (BDXKX) COOTBETCTBYET CTAaHIAPTHOMY 00pasILy COOTBETCTBYET
KomunuectBennoe onpenenenue: N-A 872 285,0 - 315,0 mr/100 M 294,9 mr/100 mn
CL (BDXX)
IIpomyxTsr pasnoxenus: N-A 873 CL He 6omnee 0,5 % <0,10 %
(BOXX)
IIpomykTer pasnoxenus: N-A 1777 CL He 6omnee 0,2 % <0,10 %

(BDXKX)




Ceprudukar cOOTBETCTBHS U AaHAJIHU3A

S

DELPHARM
Reims
Hazpanue npogykra: JlazonBaH cupon POCCHUUCKAA ®EJEPALIA Crpanuma: 3
IIpomyxT Ne: 320903 Kopn 3akaszuuka / Bepcust 785061 - 004 Hara nevatu: 13/12/21
B 13:01:34

Ne naprun/cepun 211477
Ne cepuu Ganka: 211477
Crendukanus s npoBeeHus ucnbitanuii.: Rlts-2809v2 Jara npousBojactea: 16/11/21
IpousBoacteennas cnenudukaus Ne: 83505 P330AI10101 Jata ucreyenus cpoka

roguoctu: 10 2024
IToxa3zaTens Hopma Pesynbrar
IIpomyxTer pasnoxenus: N-AB 773 XX He 6oiree 0,2 % <0,10 %
(BOXX)
TIpoXyKTBI pa3ioXeHMsI: € TMHUIHBIH He 6oiree 0,2 % <0,10 %
HeWICHTH()UIINPOBAHHBIA TPOAYKT
pasnoxenus (BOXX)
[IponykTel pazioxenus: cymma npoayktoB He Goxee 1 % <0,10 %
pasznoxenus (BOXX)
MukpoOuoiorndeckast 4ucTora
O61mee 4ncyio ad3pobHbIX Mukpoopranusmos He 6onee 102 KOE/mi <10 KOE/mn
(TAMC) (meTonuka Ep. ®apm.)
OO011ee YKCI0 APOFKOKEBBIX U INIECHEBBIX He 60nee 10" KOE/mn <10 KOE/mn

rpuboB (TYMC) (meronuka EBp. ®apm.)
Escherichia coli (metonuka EBp. @apm.) OrcytcTBHe B 1 M

O6bem copepxxumoro ymakoku (100 1)  He 6onee 1 u3 50 06pa3ioB MOKeT UMETh
00beM B guamnaszone ot 91,0 mo 95,5 mir. Hu
oH o0Opasel] He MOXeT OBITh HMETh 00BhEM
menbIe 91,0 mi

OO0BEMBI COJCPIKUMOTO YITAKOBOK Cpenuuii 00beM CONEPKUMOTO PABCH HIH
6oabire 100,0 M

OrcyTtctBHe B 1 M

CooTBeTcTBYET

100,9 mu

IIpumeuanus:

OreHKa: COOTBETCTBYET HOPMaM CHEIU(UKAIIH

Hata ananuza 1 13/12/21 IToamnuce
Howmep ananuza 1409508 KonTtpons xauectBa

Aude POITRINE
13 1EK 2021




Certificate of Conformance and Analysis

Product:

Customer code - Version

Active Ingredient(s):

Articie 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:

2

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:13/12/21
at:13:01:34

LASOLVAN syrup

RUSSIAN FEDERATION

MARKETING AUTHORIZATION No: P N014992/03
100m1 bottle

785061 - 004

AMBROXOL HYDROCHLORIDE 15MG/5ML

Normative document: P N014992/03-180314

320903

211477 AR AR TE T gy
u._.,la‘l'-' - o Qf}_‘r

211477

M 15/292

71582

83505_P330A10101

R1ts-2809v2

11 2021

10 2024

78,715 UN

Certification statement:

"1 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
Jocal 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 Mélanie
Signature 1 3

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup
Article No. .: 320903
Batch/Lot No.: 211477
Bulk Batch No: 211477
Testing Specification .

: Rlts-2809v2

RUSSIAN FEDERATION

Customer code - Version: 785061 - 004

2

DELPHARM
Reims

Page: 2
Printed on:13/12/21
at:13:01:34

Date of Manufacture: 16/11/21

Manufacturing Specification No.: 83505_P330AI0101 Expiry Date . . . .: 10 2024
Tests Specifications Results
Appearance Clear to almost clear & colourless to Conforms
almost colourless 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
1,1168
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

Tdentification: Benzoic acid (HPLC)
Assay: Benzoic acid (HPLC)
Identification N-A 872 CL (HPLC)
Assay: N-A 872 CL (HPLD)

Degradation products: N-A 873 CL
(HPLC)

Degradation products: N-A 1777 CL
(HPLC)

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

NMT 0.5 %

NMT 0.2 %

165.4 mg/100ml

Conforms

294.9 mg/100mI

<0.10 %

<010 %




Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup

RUSSIAN FEDERATION

Article No. : 320903 Customer code - Version: 785061 - 004

Batch/Lot No.: 211477
Bulk Batch No: 211477
Testing Specification : R1ts-2809v2

2,

DELPHARM
Reims

Page: 3
Printed on:13/12/21
at:13:01:34

Date of Manufacture: 16/11/21

Manufacturing Specification No : 83505 _P330AI0101 Expiry Date . . . .: 10 2024
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)
Microbiological quality: Total Aerobic NMT 10 raised to the power 2 CFU/m] < 10 CFU/m]
Microbial Count (EP Method)

NMT 10 raised to the power 1 CFU/mI < 10 CFU/ml

Microbiological quality: Total Combined
Yeasts / Moulds Count(TYMC)(EP Method)

Microbiological quality: Escherichia
coli (EP Method)

Volume of contents (100 ml)

Volumes of contents (100 ml)

Absence in 1ml

NMT 1 in 50 volumes is permitted to be
in the range 91.0 & 95.5 ml

No volume is permitted to be less than
91.0 ml

The average is >= 100.0 ml

Absence in 1ml

Conforms

1009 ml

Date of Analysis : 13/12/21
No. of Analysis : 409508

Signature
Quality Control

Audg POITRINE |
1 3 DEC. 2021,
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