JEKJAPAIIASA O COOTBETCTBHUHA

JEKJIAPAHT, MIPHHUMAIOIIUA JEKJIAPALITMIO O COOTBETCTBHH

AO "Canoghu Poccun”

Caedenus o pezicmpayuu opearusayuu. Mexcpationnas uncnexyus @edepanvrol Hanozoeot cayschvl Ne 46 no
2. Mocxse 01.01.2008, OF'PH 1027739079940, oama npuceocenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcran, 9. 22. Tenegon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvrviti Oupexmop Monxc O.A.

Hogepennoe nuyo: Cmenanoe C.C., doeepenrocms 6/ om 01.12.2017

3AABJISIET, UTO
nexapcmeennoe cpedcmeo: Jlasonean, cupon 30 m2|5 ma 100 mn, gnaxonst memnozo cmexaa (1), 6 komnnexme

cmaxanyuxu meprvie (1), nauxu xapmonwvie, PY Ne IT N014992/02 om 07.08.2008 (0ama 3amenwi 01.08.2017)
goidaro AO "Canogu Poccus", cepun 190429, napmus 70000 ynaxosox, 200en do 01.03.2022, npouzgoocmea
Jenvpapm Peimc, Ppanyun, Delpharm Reims, 10 rue Colonel Charbonneaux, 51100 Reims, France, xo0
OKIIA2 21.20.10.255, koo TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085334888 om 27.05.2019

COOTBETCTBYET TPEBOBAHUSM

IT N014992/02-040310 usm. Ne 2-8

JEKJIAPAITHA ITIPUHSATA HA OCHOBAHHH

npomoxon ucnsimanuit Ne 15200 om 04.06.2019 H/T OO0 HI] "®APMOBSOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmughuxam POCC FR. ®M08.C41370 om 04.06.2019

JATATIPHHSATUS JEKJAPAITAH 04.06.2019

& NEKJAPAITMA NEACTBUTEJLHA 1O 01.03.2022

LA A
o Crenauos C.C.

.10

dexiapang

CBEJJEHUS O PETUCTPALIIU

OPTAH ITO CEPTU®HUKALIMHN, SAPETHCTPUPOBABIIHI JEKJIAPAITHIO

RA.RU.11 ®M08 OPTAH ITO CEPTH®HKALIMH ITPOAYKLHH OBI{ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH L{EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu.: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, sm. 3., men.:(495)788-02-88, eet-
caiim. oyxk.pg.

JEKJIAPAIIUS O COOTBETCTBUHU 3APETMCTPUPOBAHA N POCC RU J-FR.®M08.4.26081/19
AATAPECUCTPALIMA 04. 06.2019
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CepTH)HKAT COOTBETCTRHA H AHANN3A %)

DELPHARM
Reims
CeprudHKaT cooTBETCTRHA
Crpanuna 1
Hata neqaru: 2/05/19
Iponykr: JIA30NBAH cupon
POCCHICKAS ®EJEPALIMA
PernctpauvonHoe ynocrosepenne Ne: P N014992/02
®JIAKOH 100 mn
Kon 3aka3qnka / Bepcna 702827/ 002
HelicTBylolHe BellecTsa AMEBPOKCOJIA THAPOXJIOPH]I 30 Mr/S mMn
HopmarueHuii aoxyment: P N014992/02-040310
Ipoayxt No: 319184
Ne napTun/cepun 190429
Ne cepuu aHrpo: 190429
Ne PerncTpallHOHHOTO YAOCTOBEPEHHUA: M 15/292
IMpoussoacTeenHan creuupHKaLui: 83506 P330A10101
Crenndukauns ang NpoBeeHHs UCNLITAHHH Rlts-2156v]
JlaTta npox3BOACTRA: 03 2019
JlaTa oxoH41aHHA CPOKA FOMHOCTH: 03 2022
Pasmep BhIyIReHHOH cepuu: 78 761 EN.

CeptHduxaunonHoe 3aspieHne:

«HacrodiuM noareepaio, YTO BEINEYKa3aHHas MHGOPMALHA SBIAETCS JOCTOBEPHOMN H TOUHOM
H YTO BCE 3TaNbl NPOM3BOACTBA 3TOH CEPHH roToBOH NpOAYKIMH OBUIM BEIIONHEHB! B IOJHOM
CooTBeTCTBHE ¢ TpeboraHusMu GMP mecTHBIX perynupyromux opraios, EC u TpeGopasmsMu,
CONEpXKALUUMHCA B PETHCTPALMOHHOM YAOCTOBEPEHUH CTPAHBI/CTPaH HasHaYeHHs. JlOKYMEeHTS,
Kacaloujecs NMpOM3BOACTBA, YNAKOBKH M aHANH3a CepHM, ObUIM MIPOBEPEHH M NPH3HAHBI
CooTBETCTBYIOMMUMH TpeGoeanusM GMP. Ilo daxty mobsx oTknoHenmif 6hna npoBencHA
IpOBEpKA, BOMPOCHL OBUIM 3aKphITHI MO BHOycka cepud. Cepus O6bUla  BRIIyIIEHA
YIOJHOMOYCHHBIM JIHLIOM»,

YNoaHOMOYEHHOE THLIO

Toamce l:;‘.w;j l;;q
Delpharm Reims <m::z:meﬂ,;
10 Rue Colonel Charbonneaux 06 Mafi 2019 r.

51100 Reims. ©panuns




CepTHdNKAT COOTBETCTBHA H AHANMIA

Hassanue nponyxra: Jlasonsal cupon

L wh
D,

DELPHARM
Reims

POCCHHCKAS ®ENEPALIMA  Crpannua: 2

IMpomyxT Ne: 319184 Kon 3aka3unka / Bepcun 702827 - 002 Jara neuartu: 2/05/19
Ne mapTuw/cepru 190429
No cepum anrpo: 190429
Cneuudykauns ansa npoeeaeHus HeruTanyh, . Rlts-2156v1 Jlara pownssozcTea: 27/03/19
IponsBoncTeeHHan cneuuduxanna Ne: 3506 P330A10101 JlaTa ucteueHMs cpoka
TORHOCTH . . . .: 03 2022
MNoxazatene Hopma Peaynbrar
Onucanye Hpo3pét_mmﬁ HJIH NOYTH Npo3padynsblit, ) '"éoomercmyer
GecuBeTHLIH MM mouTH GeclBeTHRIH, cnerka
BA3KKHI pacTBOp
3anax DpykToBbIH, C apoMaTOM KITyGHHUHOTO kpema COOTBETCTBYET

LiseTHOCTH pacTBOpa

HembiTyemeiii pacTeop okpalueH He 6onee CoorBercTBYET
KHTEHCUBHO, YeM 3TaToHH BS mnu BY5

Ipo3pauHocTs pacTBOpa Onanecuenurns HeMBITyeMoro pactsopa He  COOTBETCTBYET
MPEBLILIAST ONanecUeHIMEO aTanona I1 0,526 NTU
pH 2,5-35 3,0
OTHOCHTENBHA NNOTHOCTD 1,090 - 1,150 1,117
1,1174
TMoonuHHOCTS: XyIOpHAA TMonoxurensHo CooTeeTcTRYET
HNMomumnnocte: N-A 872 CL (TCX) CooTBETCTBYET CTAHAAPTHOMY 00pa3iry CooTteeTcTBYET
MoanuxHocTe: Gensoitnol kncnots (TCX) CooTBeTcTBYET CTaHAapTHOMY 06pasiny CooteercTBYET
HMonnuunocts: Gensofinoi kucTOTH CooTBeTCTBYET CTAHAAPTHOMY 06pasLyy CootBeTcTBYET
(BOXX)
Konmuecrseruoe onpeienenue: Sensolinoit  153,0 - 187,0 Mr/100 mn 164,6 Mr/100 Mn
kucnoTe! (B3XKX)
INMonnunrocTs: N-A 872 CL (BOXX) CoOOTBETCTBYET CTAHRAPTHOMY 0DpasLy CootBeTcTBYET
KonmuecteeHnoe onpenenerue: N-A 872 CL 570,0 - 630,0 Mr/100 mn 579,1 mr/100 mn
(BIXKX)
INponykTsl paznoxenus: N-A 873 CL He Gonee 0,5 % <0,10%
(BIXX)
[TponykTsl paznokenna: N-A 1777 CL He Gonee 0,2 % <{,10 %
{(B3XX)
ITpomyxTh paznoxenna: N-AB 773 XX He 6onee 0,2 % <0,10%
(BIXX)
IponyKThl pa3nckeHHA: eAHHHIHBIH He Gonee 0,2 % <0,10%
HEHNEHTHOHLMPOBARHBIA NPOLYKT
paznoxeHua (BOXXX)
TponyKTE pa3noxedns: cyMMa npogykros  He Sonee 1 % <0,10%
paznoxenus (BOXX)
O6mee yncno a3pobHeIX Mukpoopranuamoe He Gonee 102 KOE/mu < 10 KOE/mn
(TAMC) (meTonuka Esp. ®apm.) :
O6mee uncno ApoxcokeBbIX ¥ necHeBblX  He Gonee 10" KOE/Mn < 10 KOE/Mn
rpuboB {TYMC) (MeToznuka Enp. ®apm.)
Escherichia coli (MeToauka Epp. ®apm.) Otcyrcrere B 1 mn OtcyreTBue B 1 M
O06BeEM COaEPHMOTO YNaKOBKH He 6onee 1 u3 50 o6peMoB MoxeT OHITS B CooTtBeTcTBYET
Auanalole ot 91,0 Ao 95,5 mn. O6beM He
MOKeT ObITh MeHbme 91,0 Ma e e

O6reMH! COAEPHHUMOTO YNAKOBOK

Cpeannii 06beM CogepAKUMOro paBeH WiH V’f}&pﬂmﬁ
Gonbme 100,0 Mmn B




CepTHMKAT COOTBETCTBHA W AHANU3A @

DELPHARM
Reims

Hazssanue npoaykra: JlasonsaH cupon POCCHICKAS ®EJEPALIUA  Crpannua: 3
TpoayxT Ne: 319184 Kon 3akazumka / Bepeus 702827 - 002 Hara neaarn: 2/05/19
Ne napTu/cepun 190429
Ne cepun aHrpo: 190429
Creundmxalids ans npoBefeHU? HCMBITAHMH, .: Rlts-2156v] Hata nponssoactea: 27/03/19
IponsBoncTeenHas cneumdukauns Ne: §3506 P330A10101 Hata ucreueHus cpoka

FOOHOCTH . . . .: (3 2022

[Tpumeyanus:

OueHnka: COOTBETCTBYET HOPMaM CrielupHKAIIK

Jlata aHanm3za :2/05/19  Tlognuce
Homep anamuza 377117  Kourpons xauectBa
Estelle WAGNER
<HOoanHCHL>

03 Maii 2019




Certificate of Conformance and Analysis

Product:

Customer code - Version:

Active Ingredient(s)

Article No.:

Batch/Lot HNo.

Bulk Batch No:

H® of Manufacturing Authorization:
EudraGHDP Document Reference No. .

Manufacturing specification:

Testing specification:

DELPHARM
Reimes

Certificate of Conformance
Page: 1
Printed on:2/05/19
LASOLVAN Syrup
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: P NO14992/02

BOTTLE 100m1

702827 - 002

AMBROXOL HYDROCHLORIDE 30mg/Sml
Normative Document: P ND14992/02-040310
319184

190429

190429

¥ 15/292

45121

83506_P330A10101

R1ts-2156v1

Date of Menufacture: 03 2019
Expiry Date: 03 2022

").”ﬂurl"“’ f
Batch quantity released: FAe-UN TR FE 4 OV d_bs—‘;g\ife,,

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
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 ciosed prior to batch release.

The batch has been released by 2 Qualified Person®.

Qualified Person
Signature

Delpharm Reims
10 Rue Calonel Charbonneaux
51100 Reims. France



Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup
Article No. .. 319184
Batch/Lot No.: 190429
Bulk Batch No: 190429
Testing Specification . .

: Rlts-2156vl

RUSSIAN FEDERATION

Customer code - Version: 702827 - 002

Manufacturing Specification No.: 83506_P330AI0101

DELPHARM
Reims

Page: 2
Printed on: 2/05/19

Date of Manufacture: 27/03/19

Expiry Date . . 03 2022

Tests Specifications Resuits
Appearance Clear to almost clear and colourless Lo Conforms
almost colourless slightly viscous
tiquid
Odour Fruity. aromatic of strawberry cream tonforms
Colour of solution Not more intensely coloured than Conforms
reference solution BS or BYS
Clarity of solution Not more opalescent than reference Conforms
suspension 11 0,526NTU
pH 2.56-235 3.0
Relative density 1.090 - 1.150 1.117
1,1174
ldentification: Chloride Positive Conforms
Identification: N-A 872 CL (TLC) Corresponds to reference Conforms
Identification: Bemzoic Acid (TLC) Corresponds to reference Conforms
Identification: Benzoic acid (HPLC) Corresponds to reference Conforms

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
{HPLE)

153.0 - 187.0 mg/100ml
Corresponds to reference
§70.0 - 630.0 mg/100 m?

NHT 0.5 %

NMT 0.2 %

164.6 mg/100m1
Contorms
579.1 mg/100mi

<0.10 %

=0.10%




Certificate of Conformance and Analysis

BELPHARM

Relms
Product Name : LASOLVAN Syrup RUSSTAN FEDERATION Page: 3
Article No. .: 319184 Customer code - Version: 702827 - 002 Printed on: 2/05/19
Batch/Lot No.: 190429
Bulk Batch No: 190429
Testing Specification . . : Rlts-2156vl Date of Manufacture: 27/03/19
Manufacturing Specification No.: 83506_P330A10101 Expiry Date . . . .: 03 2022

Tests Specifications ResuTts
Degradation products: N-AB 773 XX NMT 0.2 % < 0.10 %
(HPLC)
Degradation products: Any unspecified NMT 0.2 % <0.10 %
degradation product (HPL()
Degradation products: Total degradation HNMT 1 % <0.10 %
products (HPLC)
Total Aerobic Microbial Count (TAMC) Not more than 10 raised to the power 2 < 10 CFU/ml
(EP Method) CFU/m1
Total combined Yeasts & Moulds Count Mot more than 10 rafsed to the power 1 < 10 CFU/m)
(TYMC) (EP Method) CFU/m
Escherichia coli (EP Method) Absence in 1ml Absence in 1ml
Volume of contents NMT 1 in 50 volumes is permitted to be Conforms

in the range 91.0 and 95.5 mi

No volume is permitted to be less than

91.0 ml
Yolumes of contents The average volume of contents is equal 101.0 ml

to or greater than 100.0 ml

Date of Analysis : 2/05/19 Signature
No. of Amalysis : 377117 Quality Control
Estelle WAGNER

03 MAI 2019




