IEKJIAPAITISI O COOTBETCTBUM

JEKJIAPAHT, IPUHUMAIOII U JEKJAPAIIAIO O COOTBETCTBHH

AO "Canoghu Poccusn”

Ceedenus o pezucmpayuu opeanusayuu: Mescpationnan unchexyus Qedepanvroli Harozoeot ciysictvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, &. Mocxea, yn. Teeperas, 0. 22. Tenegpon/daxc. 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnwill oupexmop Monaxc 0.4,

Hoeepennoe nuyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3ASABJAET, UTO

Rexapcmeennoe cpeocmeo. Jazonsan, cupon 30 m2|5 mn 100 mn, aaxonsr memrozo cmexna (1), @ xomnaexme
cmakanyuxy meprvie (1), nauku xapmonnvie, PY No I1 N014992/02 om 07.08.2008 (dama samennt 01.08.2017)
svroano AO "Carnodu Poccun®, cepun 181142, napmus 33110 ynaxosox, zodex do 01.09.2021, npouseodcmsa
Henvghapm Petimc, Opanyun, Delpharm Reims, 10 rue Colonel Charbonneaux, 51100 Reims, France, xod
OKII12 21.20.10.255, koo TH B3] 3004900002, xonwmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne
9085313346 om 14.11.2018

COOTBETCTBYET TPEEOBAHHAM
1T N014992/02-040310 usm. Ne 2-8

JEKJAAPAITASA IIPAHATA HA OCHOBAHAH
npomoron ucnvimanuii Ne 34770 om 22,.11.2018 HJT 000 HI] "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmughuxam POCC FR.®OM08.C28093 om 22.11.2018

,I{ATA [[PH]E[HTHH JEKJIAPATINH 22 11,2018
,ZIEKJIAPAIIHH I[,EﬁCTBHTEJIBHA H0 01.09.2021

% Crenanos C.C.
@/ ®HO

eRAaPanm

CBEJEHHS O PETUCTPAIIAN

OPT'AH 110 CEPTHOMKAIIHH, 3SAPETUCTPHPOBABIIHH AEKTAPAIMIO

RA.RU. 11 OMO8 OPTAH ITO CEPTHOHKAIIHH TPOIYKITHH OFLHIECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYXHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, yr. Macmeproea, 0. 4, sm. 5, nom. I, xom. I, adpec opzana no
cepmugpurayuu; 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, seb-
caitm: oyxx.pa.

AEKJAPAITAS O COOTBETCTBHHA 3APETHCTPRPOBAHA M POCC RU JJ-FR. OM08.4.07895/18
JATA PETUCTPAITNMNA 22.11,2018

Kauan E.B.
3am. pyxoomurens QOC




Ceprnduxar coOTBETCTRHS H AHANH3A
DELPHARM
Reims

Cepruduxar cooTBETCTRAS
Crtpanuna 1

dara nevatn: 23/10/18

[MponykT: Jlazonean cupon
POCCHHCKAS GEIIEPALIMA
Peructpaunonnoe yaoctosepenne Ne: P N014992/02
OJAKOH 100 ma

Kon 3axazuuxa / Bepcua 702827 /001

HefictByroume reniecTra AMBPOKCOJA THIOPOXJIOPH]IL 30 Mr/5 mn
HopmaTueHbit nokyment: P NO14992/02-040310

HponykTt Ne: 319184

Ne naprun/cepun 181142

Ne cepuu anrpo: 181142

Ne PerucTpalinonHOTo YEOCTOBEpERMA; M 15/292

ITpouspoacTBEHHAS CHELMQHKANNS: 83506_P330AI10101

Cnenpdukanuus a1t GpoBeleH s UCIIBITAHHI Rlts-2156v]

[Hara nponzsoacTea: 09 2618

JlaTa OKOHYAHUA CPOKa FOAHOCTH! 09 2021

PasMep BoIMyWIeHHOI cepliM: 79 310 EJL.

CeprHukanuonHoe 3assieHye:

«HacTosiunm oATBEPKAAI0, UTO BhIlEeYKa3aHHas HHPOPMAIIHS SBISETCA JOCTOBEPHOM H TOHHOMH
¥ YTQ BCE 3TAIlbl IPOK3BOJICTRA STOH CCPHUH TOTOBOH NPOAYKUHH OBUIH BBINOJHEHH B HONHOM
cooTBeTCTBHM ¢ TpeboBanusMu GMP Mectbix perymupyiounx oprasos, EC u TpeboBaHmsMH,
CONCPKAMMMHACH B PETHCTPALTMOHHOM YIOCTOBEPEHHH CTPAHBL/CTPAaH HasHaYeHHsA. JIOKYMEHTHI,
Kacatolmuecd MNpPOU3BOJICTBA, YHAKOBKM H aHajM3a CEpMH, OBUIH [POBEPCHBI M IIPH3HAHKI
cooTBETCTBYIOIMMH TpeboBanuam GMP. Tlo dakty a100mx oTKIOHEHHH 6Bila NpoBeNeHa
IpoBepKa, BONPOCH OBUTH  3aKphlThl 10 BBEINycka cepud. Cepus Oblla  BHEINYINCHA
VIIOTHOMOYEHHBIM JTHIIOM ».

Y1I07HOMOYEHHOE JTHIO

IMonnuck
Delpharm Reims

10 Rue Colonel Charbonneaux
51100 Reims. Ppaninun

Emmanuelie
BERVIN
<ROARHCL>
23 oktsdpa 2018 1,



CeprHGHKAT COOTBETCTBAS H AHAJTH3A

Ha3spauue npoayxra: Jlazonsan cupon

Ipoxzyxr Ne: 319184
Ne mapTuw/cepun 181142
Ne cepuu anrpo: 181142

Cneundurauus 1na nposeieHus Heabitanmii. .- Rlts-2156v1
HNpoussoacTeenyan cneunduranus Ne: 83506_P330A10101

Koa zaxazuuxa / sepens 702827 / 001

POCCHHCKAS ®EHEPALIMSA

DELPHARM
Reims

Crtpanuua: 2
Hara nevatu: 23/10/18

Hata nponssoncrea: 19/09/18
Jata nerevenns cpoxa

FOAHOCTH . . . . 09 2021
IMoxkazarenn Hepma Pesynwrar
OnucaHue TTpospaunblfl HIH NOYTH MPO3PaY HEH, CooTtseTcTBYET
OecLBETHBH MAK NOYTH OECLBETHEI, cierka
BA3IKHIA pacTeop
3anax DpyKTOBLIH, ¢ apoMaTom KNyOGHIHOIO kpema COOTRETCTBYET
llseTHOCTH pactBOpa Heneiryemplit pacTeop okpaliien ne Gonee CoorsercTByeT

MpozpauHocTs pacTOpa

pH
OTHOCHTeABHAS TAOTHOCTh

Hopnuunocte: Xxnopra

NoanurHocts: N-A 872 CL (TCX)
ToanrnanocTE: Sensoitnoit kncnotw (TCX)
IoannruocTs; GeR30HHOMH KMCIOTE
{B3XX)

Konuuecrsennoe onpenenenue: SeH3olinoi

KHeRoTH (BXX)
IMopnannocTe: N-A 872 CL (B3XX)

WHTEHCHBRO, YeM 3TanoHs BS wnu BYS
OnanecuenLns MCIIBITYEMOrO PACTEOPA HE
NPEBRILIACT ONANCCUEHLIHIO 3TanoHa |l
2,5-35

1,090 - 1,150

NonoxurensHo

COOTBETCTBYET CTRHAAPTHOMY 00pasily
CoOTRETCTBYET CTaHZAPTHOMY OGpasLLy
CooTBETCTBYET CTRHAZPTHOMY OOpa3Ly

153,0 - 1870 Mr/100 ma

CooTeeTcTBYET CTRHAAPTHOMY 00pasiyy

KonnyecteeHHoe onpenenenne: N-A 872 CL 570,0 - 630,0 Mr/100 mi

{B2XX)

ITpoayxTs! painoxenus: N-A 873 CL
(B3XX)

HpoaykTsl paznoxenis: N-A 1777 CL
{(BOXX)

IMponykThl paznoxkenns: N-AB 773 XX
(BOXKX)

TponyKTsl pasnokeHus: e AMHNIHbIH
HEMIEHTHPHIMPOBAHHBIH TPOAYKT
paznoxenun (BIXX)

ITpoayKTe! pasNoKeHNs: CyMMA HPCOAYKTOR
paszaoxenns (BOXX)

Of1ee YHCHO @3POOHBIX MUKPOOPTAHHIMOR

(TAMC) (metonnka Eep. ®apm.)

Ob1uee UMCHO APOAOKEBLIX M ILNECHEBBIX
rputos (TYMC) (MeTonuka Eep. ®apm.)
Escherichia coli (meTonuxa Epp. @apm.)

0O0LeM coaepKUMOTe YHEKOBKH

OOLEMEL COAEPIKHMOTO YIIGKOBOK

He fonee 0,5 %
He Gonee 0,2 %
He Gonee 0,2 %

He Gonee 0,2 %

He 6onee 1 %
He 6onee 10> KOE/mn
He Gonee 10! KOE/mn

OtcyTcTBHE B 1 MI

He Gonee 1 w3 50 o6beMor MoxeT ObiTh B
Anarasone or 91,0 no 95,5 mn. O6Lem ne
MoxKeT ObiTh MenbLie 91,0 ma

Cpennuit 06beM CONEPKHMOrO PABEH WIH
tonpie 100,0 ma

CooTeeTcTRYeT 1,66
NTU
2.9

1,119
1,1188
CootseTcTRYET

CooTeetcTRYET
CooTBeTcTBYET
CoorsercTayer

166,9 Mr/100 mn

CoorseTctayer
589.4 mr/100 ma

< 0,10 %
< 0,10 %
< 0,10 %

< 0,10 %

< (3,10 %
< 10 KOE/Mmn
< 10 KOE/mMn

Orcyretsie 8 1 ma
Cooteetcrayer

100.5 ma

[Tpumeyanps:

OneHKa: COOTBETCTBYET HOPMaM crielHpUuKalHu




CepTndmrar cooTBeTcTRUS 0 aHANIM3A

DELPHARM
Reims

Haseanne npoayxra: JlazoneaH cupon POCCUHCKAR ®EAEPALIMSA Crpauuua: 3
IpoayxTt Ne: 319184 Koz saka3umka / Bepcus 702827 / 001 Jata neuaru: 23/10/18
Ne napruw/cepun 181142
Ne cepun anrpo: 181142
Crieundkauus [1m NpOREICHEA HCnbITannit. .; Rlts-2156v] Hara npouseoactea: 19/09/18
[TponzeoacTeennas cnenudykamnms No: 83506 P330A10101 Jata ucreuenus cpoxa

roaHocty . . . .0 09 2021
Hara apamiza :23/10/18  Tloammcs

Howmep anannza 370210 Koutpouns kauectpa
Aude POITRINE
<MOARECL>
2% orrabps 2618




Certificate of Conformance and Analysis

Product:

Customer code / Version

Active Ingredient(s)

Article No.:

Batch/Lot No.

BuTk Batch No:

H® of Menufacturing Authorizetion

Henufaciuring specification

Testing specification

Date of Manufacture:

Expiry Date;

Batch quantity released:

Certification statement:

"I hereby certify that the above information is authentic and accur
of this batch of finished product have been carried out in full com
tocal Regulatory Authority, the EU and with
destination counfry/countries. The batch processing, packaging and
found to be in compliiance with GMP. Any deviations have been assess

== mRtm=co-e=sas T el L —— Ermmmim o Erce

Certificate of Conformance

LASOLYAN Syrup

RUSSIAN FEDERATION

MARKETING ALUTHORIZATICN No. P ND14992/02
BOTTLE 100m?

702827 /601

AMBROXOL HYDROCHLORIDE 30mg/5m}
Wormatlive Document: P ND14992/02-040310
315184

181142

181142

M 167292

B3506_P33GAINTO:

R1ts-2156v1

09 2018

06 2021

79.318 UN

DELPRAERM
Heims

Fage: 1
Frinted on:23/1G/18

The batch has been released by & Qualified Persgn”

i‘—.’mma“'_‘ Vit
Qualified Person
Signature

B

Delpharm Reims
10 Rue CoTonel Charbomneaux
51100 Reims, France

ate and that all the manufacturing stages
pliance with the GMP requirements of the
the requirements of the Marketing Authorization(s) of the
analysis records have been reviewed and
ed and closed prior to batch release




Certificate of Confermance and Analysis

Product Neme : LASOLVAN Syrup
Article No. .. 319184
Batch/iot No.: 181142
Bulk Batch No: 181142
Testing Sperification

. Rlts-2156v]

RUSSTAN FEDERATION

Customer code / Version 702827 /001

Kanufacturing Specification No.: 83506_P330A10101

Tests

=== ST

Appearance

Casur

Coleur of solution

Clarity of solution

pR

Relative density

Identi¥ication: Chicride
Tdentification: N-A B72 CL {(TL0)
Tdentification: Benzeic Acid (TL0)
Tdentificetion: Benzoic acid (HPLL)
Assay: Benzoic zcid (HPLO)
dentification: N-A 872 [L (HPLLS
Assay: N-A 872 CL (HPLD)

Cegradation products: N-A 873 Ct
{HPLC)

Degradation products: N-A 1777 CL
(HP.C)

BELPHARM
Reims

Pege: 2

Printed on: 23/10/18

Date of Manufacture: 19/09/;8

Expiry Date . C (9 202t

Specifications Results
Clear to almost clear and colourless to Conforms
almost colourless slightly viscous
Tiguid
Fruity. aromatic of strawberry cream Conforms
Not more intensely coloured than Contorms
reference solution B5 or BYS
Not more opalescent than reference ConTorms
suspension 11 i.66 NTU
2.5 -35% 7.9
1.090 - 1.150 1.11¢
1,1188
Positive Conforms
Corresponds to reference Conforms
Correspords to reference Conforms
Corresponds o reference Conforms

15

L

- JB7 6 omgsloom)
Corresponds to reference
570.0 - 630 0 mg/100 mi

NMT 0.5 %

NMT 0.2 %

166.9 mg/100m}
Lonforms
589.4 mg/100m:

<010 %

< (.10 %



Certificate of Confermance and Analysis

Product Nama : LASOLVAN Syrup
Article No. : 319184
Batch/Lot No.: 181142
Bulk Batch Nao: 181142

Testing Specificstion : Rlts-2186v]

Customer code / Version

RUSSTAN FEDERATIGN
702827 /001

Manufacturing Specification Mo, . 83506_P330A10101

Specifications

Degradation products: N-AB 773 XX
{HPLC)

Degradation products: Any unspecified
degradation product {(HPLC)

Degradation products: Tota] degradation
products (HPLC)

Total Aerobic Microbial Count (TAMCY
{EP Method)

Total combined Yeasts & Moulds Count
(TYMCY (EP Method}

Escherichia coli (EP Method)

Volume of contents

Volumes of contents

Date of Analysis : 23/10/18
No. of Analysis . 370210

== = = Eme PSS

NMT 0.2 %

NMT 0.2 %

NMT 1 %

dot more than 10 raiged to the power 2

CFU/m1

Mot more than 10 raised to the power 1
CFU/mi

Absence in 1m}

NMT 1 4n 50 volumes is permitied to pe
tn the range 91.8 and 95.5 w3

No volume s permitted to be less than
81.0 m

The average volume of centents s equal
to or greater than 100.0 mi

Signature
Quality Control

DELPHARM
Reims

Page: 3
Printed on: 23710718

Date of Manufacture: 18/09/18

Expiry Date

Resutts

e e e EEE

: 09 2021

Al

=
o
=
e

< 0.10 %

< 10 CFU/m]

n

10 CFU/m?

Absence in 1ml

Conforms

100 5 ml




