CepTHHKAT COOTBETCTBHA H AHANH3A @

DELPHARM
Reims
CeprH}pHKaT COOTBETCTBHSA
Crpanuna 1
Jlara nevatn: 13/11/19
IMpoaykr: JIA30JIBAH cupon
POCCUNCKASA ®ELEPALIUA

Peructpaunontoe yaocroeepenne Ne: P N014992/02
GJIIAKOH 100 ma

Koa 3aka3unka / Bepcua 702827 / 002

HeiicTBylonue BeltecTsa AMBPOKCONA T'HAPOXTIOPHU 30 mr/5 mn
Hopmarusueiii nokymenT: P N014992/02-040310

IMpomykT Ne: 319184

Ne napran/cepuu 191250

Ne cepun aHrpo: 191250

Ne PerncTpanoHHOro yaoCTOBEpEHUA: M 15/292

EudraGMDP ccrinka Ha AOKYMeHT No: 45121

IpoussoacTeeHHan cieMHKaLHA: 83506_P330A10101

Cneundukanya /LA NpoBEeHHA HCTbITAHU Rlts-2156v]

Jara npousBoacTsa: 10 2019

JlaTa OKOHUYAHHSA CPOKA FOAHOCTH: 10 2022

Pasmep BhINYLIEHHOH cepHH: 80 055 EXL.

CeprudukaiinoHHOE 3asBNECHUE:

«Hacros1uM noATBEpKJak0, YTO BHIIEYKa3aHHAs HH(POpMaLHs ABIAETCA JOCTOBEPHOH H TOYHOH
H YTO BCE dTanbl MPOM3BOACTBA JTOIH CEpHH IOTOBOM HMPOAYKIHH OBLIH BBHIIOJHEHB! B IIOTHOM
cOOTBeTCTBHU ¢ TpeboBaHusMH GMP MecTHBIX perynupyroummux opraio, EC U TpeGoBanusamu,
COAEpXAILMMHICA B PETHCTPALMOHHOM YAOCTOBEPEHUH CTpaHBI/CTpaH HasHaueHH. JIOKYMEHTH,
Kacalomyecs IPOH3BOACTBA, YMAKOBKH M aHajIM3a CEpUH, OBUIH NpPOBEPEHbl H INIPHU3HAHBI
cootBercTByIommMu Tpebosanuam GMP. Ilo ¢dakty nobeix oTknoHeHM#t Obula NpoBencHa
NpoBepka, BONpOCH OBUIH 3aKpeITl AC BHIIycka cepud. Cepus Obula BHIMYyIIEHA
YMOJHOMOYEHHBIM JIHIIOM).

YnonHoMoueHHOE JTHLO

E— PAWULA
ANHCE. Elisabeth
Delpharm Reims <NOANHCH=
10 Rue Colonel Charbonneaux 14 HOSIE 2019 1.

51100 Reims. dpanuus
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CepTU(UKAT COOTBETCTBHA H AHAN3A

HasBauue npoaykra: JlasoneaH cupon

[Tpooykr Ne: 319184
Nz mapTun/cepuu 191250
Ne cepuu aHrpo: 191250

CneundHkalun Ann NPoBeASHHA UCNBITAHKH. .:
[MpouseoacTeeHHas cneuuduraius Ne: 83506 P330AI10101

Kon 3aka3uuka / Bepcus 702827 - 002

POCCHHUCKAA ©ENEPALIMA

Rlts-2156vl

®

DELPHARM
Reims

Crpannua: 2
Hara neuatn: 13/11/19

Hara npouzsonctea: 3/10/19
Hara HcTeueHHA cpoka

TOOHOCTH..covueninirarnranss 10 2022

[Mokazarens Hopma Pesynerar
Onucauxe [Tpo3pauHblit WIK TOYTH NPO3paYHBIi, CooTBeTCTBYET

GecupeTHBIt ¥u MoYTH OecLBETHRIH, cnerka

BA3KHH pacTBOp
3anax PpyKTOBBIH, ¢ apoMaToM KyOHHuHOTO Kpema CooTBeTCTBYET
LigeTHOCTE pacTBOpa Henbityemblii pacTeop okpaitieH He fonee CooTBeTCTBYET

HHTEHCHBHO, HeM 3TanoHbl BS wiu BYS
[TpozpayHocTh pacTBopa OnaecleHuUHA UCTIBITYEMOTO PacTBoOpa He CooTBeTCTBYET

NpeBLIIIAET ONANECLUEH MO 3TanoHa [1 3,43 NTU
pH 25-35 3,0
OTHOCHUTENbHAS [IOTHOCTD 1,090 - 1,150 I,120

1,1198

[TomIHHHOCTL: XAOpHIa [MonoxkurensHo CoOTBeTCTBYET
[Mopnuuuocts: N-A 872 CL (TCX) CooTBeTCTBYET CTAHAAPTHOMY 00pa3uy CooTBeTCTBYET
[MonnuruocTe: Gen3oiinoil kucnotel (TCX) CooTBReTCTBYET CTaHOapTHOMY 00pasiy CooTtBeTcTBYET
[MomnuuHOCTL: GeH30HHOH KUCIOTE CooTBETCTBYET CTAHIAPTHOMY 00pasiy CooTBeTCTBYET
(BIXX)
KonuuectBeHHoe onpenenenue: Gensoiinoit  153,0 - 187,0 Mr/100 ma 169,0 Mr/100 mn
kuenoTet (B3XKX)

TMonnmunuocte: N-A §72 CL (B2XX) COOTBETCTBYET CTAaHAAPTHOMY 00pa3ily
KonuectsenHoe onpegenenue: N-A 872 CL 570,0 - 630,0 mr/100 mn

CooTBeTciBYeT
599,6 mr/100 mn

(BIAX)

Ipoayxtel paznoxenns: N-A 873 CL He 6onee 0,5 % =0,10 %
(BIXX)

IMporykTei pasnoxennsa: N-A 1777 CL He Gonee 0,2 % <0,10 %
(BIXKX)

IMponyxTe! pasnoxenna: N-AB 773 XX He 6onee 0,2 % <0,10 %
(BIXX)

IMpoaykTel paznoxeHua: e AMHHUHBIi He Gonee 0,2 % =0,10 %
HEeHIEHTH(OUUMpPOBAHHBI{ IPOAYKT

paznoxeHusa (BIXX)

[ponykTel pa3noxkenns: cymma nponyktos He Gonee 1 % <0,10 %
pasnoxenus (BIXX)

O61wee yKcno adpoGHEIX MUKpooprauimos He Gonee 10?2 KOE/mn < 10 KOE/mn
(TAMC) (meTonunka Esp. ®apm.)

Ofiuee YHCNO ApOXOKEBLIX M TUecHeBslX  He Gonee 10! KOE/mMn < 10 KOE/mn
rpuboB (TYMC) (MeTognka Esp. ®apm.)

Escherichia coli (metoauka Egp. (Papm.) OrcyrterBue B 1 Ma & 1'Mn
O0beM cOnEpPKUMOro YMaKOBKH He 6onee 1 u3 50 06beMoB MOKET OBITE B Gﬁome'rc&

nnanasode ot 91,0 no 95,5 ma. Obsem He- g
MoxeT ObiTh MeHblIe 91,0 Mn [ i .
CpenHuit 06beM coaepXHMOr0O paBeH WK - || ‘.G?-ﬂB f{ m\" /
Goavbure 100,0 mn bl A,

,3\‘5"’ ~ ’{f :

O6beMBl COREPHHMOTO YTIAKOBOK
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CepradukaT COOTBETCTBHA H AHAJIH3A @

DELPHARM

Reims
Haseauue nponykra: JlazoneaH cupon POCCHACKAS ®EHNEPALIMSA Crpanuua: 3
[MpomyxT Ne: 319184 Ko 3aka3quka / Bepcua 702827 - 002 Hara nevaru: 13/11/19
Ne naprvi/cepHH 191250
N cepuu anrpo: 191250
CrieundHxalva Ans NpoBeIeHHA HCNBITaHKiL .. Rlts-2156v] [Hara nponssoacrea; 3/10/19
[IponseopcreeHnas cneumdrranus Ne: 83506 P330A10101 Jlata ucTeueHua cpoka

TORHOCTH....veniiieeciiennns 10 2022

IIpumeyanus:

OueHka: COOTBETCTBYET HOpMaM crierHpHKaIiu

JlaTta aHanu3a :13/11/19  Tlognuck
Homep ananuza :384459  KonTpons kauecTBa
Aude POITRINE
<noanHchL>
13 HOAB 2019




Certificate of Conformance and Analysis 2,

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:

Certification statement;

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:13/11/19
LASOLVAN Syrup
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: P NO14992/02

BOTTLE 100m)

702827 - 0oz

AMBROXOL HYORGCHLORIDE 30mg/5m1
Normative Document: P ND14992/02-040310
319184

191250

191250

M 15/292

45121

83506_P330A10101

R1ts-2156v1

10 2019
10 2022

80.055 UN

"I hereby certify that the above information is authentic and accurate and that al) 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 reyiewed-and

found to be in compliance with GMP. Any deviations have been assessed and closed prior to b ;fﬁﬁgsse:
The batch has been released by a Qualified Person®. i
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0ua11f1ed Person 0@\,\‘1 -0l
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Delpharm Reims ;.H__________,.-é}

10 Rue Colonel Charbonneaux o M-
HOH!
51100 Reims. France



Certificate of Conformance and Analysis

RUSSIAN FEDERATION
Customer code - Version: 702827 - 002

Product Wame : LASOLVAN Syrup
Article No. .: 319184
Batch/Lot No.: 191250
Bulk Batch No: 191250

Testing Specification : Rlts-2156v1

Manufacturing Specification No.: 83506_P330A10101

DELPHARM
Relmse

Page: 2
Printed on: 13/11/19

Date of Manufacture: 3/10/19

Expiry Date . . .o 10 2022

Tests Specifications Results
Appearance Clear to almost clear and colourless to Conforms
almost colourless slightly viscous
1iquid
Odour Frutty. aromatic of strawberry cream Conforms
Colour of solution Not more intensely coloured than Conforms
reference solution BS or BYS
Clarity of solution Not more opalescent than reference Conforms
suspension I1 3.43NTU
pH 2.5 - 35 3.0
Relative density 1.090 - 1.150 1.120
1.1198
Identificatfon: Chloride Positive Conforms
Identification: N-A 872 CL (TLC) Corresponds to reference Conforms
Identification: Benzoic Acid (TLE) Corresponds to reference Conforms
Identification: Benzoic acid (HPLC) Corresponds te reference Conforms

Assay: Benzoic acid (HPLC) 153.0 - 187 0 mg/100m?

Identification. N-A 872 CL {HPLC) Corresponds to reference

Assay: N-A 872 CL (HPLC) 570.0 - 630 0 mg/100 m!

Degradation products: N-A 873 CL NMT 0.5 %
{HFLC)
Degradation products: N-A 1777 CL NMT 0.2 %

(HPLC)

169.0 mg/100m)
Conforms
5996 mg/100m]

<010 %

< 0.10 %




Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup

Article No. .: 319184
Batch/Lot No.: 191250
Bulk Batch No: 191250

Testing Specification . . : Rlts-2156v]

Customer code - Version: 702827

RUSSIAN FEDERATION
- 002

Manufacturing Specification No.: 83506_P330A10101

DELPHARM
Relms

Page: 3
Printed on: 13/11/19
Date of Manufacture: 3/10/19

Expiry Date . . . .: 10 2022

Tests Specifications Results
Degradation products: N-AB 773 XX NMT 0.2 % < 0,10 %
(HPLC)

Degradation products: Any unspecified NMT 0.2 % <0.10 %
degradaticn product (HPLC)

Degradation products. Total degradation NMT 1 % =0.10 %
products (HPLC)

Total Aerobic Microbial Count (TAMC) Not more than 10 raised to the power 2 < 10 CFu/mi
(EP Methed) CFU/m1

Total combined Yeasts & Moulds Count Not more than 10 raised to the power 1 < 10 CFU/m

(TYMC) (EP Method)

Escherichia coli (EP Method)

Velume of contents

Volumes of contents

Remarks:

13/11/19
384459

Date of Analysis
No. of Analysis

CFU/m1
Absence in 1lml

NMT 1 in 50 voiumes is permitted to be
in the range 91.0 and 95.5 m1

No volume is permitted to be iess than
91.0 m1

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

Signature
Quality Control

Aude POITRINE
13 Nov. 2019 /

Absence in 1ml

Conforms

106.4 m






