AEKJIAPAIINA O COOTBETCTBUH

JNEKJAPAHT, IPHHEMAIOHIII JEKJAPAIIIO O COOTBETCTBUH

AO "Canogru Poccus™

Ceedenun o pezucmpayuu opzamuzayuu: Meacpationnan uncnexyus Pedepansroil nanoz060ii cryxctur Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OT'PH 19.08.2002.

Aodpec: 125009, 2. Mocxsa, yn. Teepckasn, 0. 22. Tenegon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: Nenepanyueiii dupexmop Monac O.4.

Hoeepennoe nuyo: Cmenanoe C.C., dosepennocmn 6/n om 01.12.2017

3AABJAET, UTO

nexapcmeennoe cpedcmeo: Jlazonean, cupon 15 m2/5 ma 100 ma, gnaxonst memnozo cmexna (1), 6 komnnexme
cmaranyury Mepuole (1), nauxyu xapmonnvie, PY Ne If N014992/03 om 07.08.2008 (dama samenwt 01.08.2017)
svrdano AQ "Canoghu Poccun”, cepun 180985, napmus 31080 ynaxoeox, 200en do 01.07.2021, npoussodcmsa
Henvthapm Peiiuc, Dpanyus, Delpharm Reims, 10 rue Colonel Charbonneaux 51100 Reims, France, ko0
OKIIJ2 21.20.10.255, kod TH B3 3004900002, xoumpasm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085309725 om 17.10.2018

COOTBETCTBYET TPEBOBAHH M

| T NO14992/03-180314 usm. Ne 1-4

JAEKJTAPAITHA ITPHHSATA HA OCHOBAHNHA

npomoron ucnoimanut No 3087 6 om 30.10.2018 HJT OO0 HI] "®APMOEOPOHA", ammecmam
axwxpedumaryuy POCC RU.0001.21DJI40, Cepmudhuxam POCC FR.OMO8.C26410 om 31.10.2018
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CBEJEHWMS O PETUCTPAIINIA

OPT'AH IIO CEPTH®HKAIIAH, 3APErICTPHPOBABINHI AEKJIAPAIIIO

RA.RU.LIDMO8 OPIAH ITO CEPTHOHKAITHH NPONYKITHH OFIIJECTBO C OI'PAHHYEHHOH
| OTBETCTBEHHOCTBIO "OKPYXXHOH IJEHTP KOHTPOJIAT KAYECTBA",
| adpec opzaniusayuu: 115280, 2. Mockea, yn. Macmeproaa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
| cepmughuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, geb-
| caiim: oyxx.pg.

AEKIAPAIIMA O COOTBETCTBUM 3APETHUCTPHPOBAHA M POCC RU JI-FR. ®M08.A.05859/18
| JATAPETACTPAIIAMA 31.10.2018
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BELFPHAKRERB
Reims

Cepus: 180985

SANOFI

CEPTHOUKAT AHAJIM3A
JA30JABAH, cupon 15 mr/5 mu, 100 ma

[pouseenen: 26/07/2018
T'open po: 07/2021
HA 11 N014992/03-180314
NOKA3ATEAH HOPMBI PE3YJIBTATDI
Onurcanne IMpozpausas Wad nOYTE npos3payHas, OcCuUBeTHAS WU Ipospaunbii 1

(BusyansHuit Tecr)

To4TH GGCU,BCTHHR, CIICTKa BA3KAA YKHAKOCTh

fecupeTHbIR, cherka
BAIKMI CHpoON

- CyMma npoiyKToR pacnaja

<= 1 % (TpeboBanns npu xpasenun: <= 2 %)

3anax (Opraunonentuyeckuii Tect) DpyKTOBLIH, C apOMATOM JECHBIX AFO CootBeTCTBYET
ligeT pactBOpa OKpaLlleH He HHTEHCHBHEE 3TalIOHHOTO pacTBopa BS nim CooTeeTcTBYET
(CrannaptHelii TecT Epp. @apm.) BYS (TpeboBanust npy XpaHEHKH: OKPALICH HE

HHTEHCHBHEE YTaIOHHOrO pacreopa B4 uan BY4)
FpospaynocTs pactBopa (CtanzaprHeli  |He Donee onanecueHTHa, YeM CYCNeH3ns cpapHeHus 11 CooTtgeTcTRYET
tect Erp. @apm.)
MomnueHOCTL
- N-A 872 CL (Knaxocrhas CoOTRETCTBYET CTAHIAPTY CooTeeTcTRYET
xpomaTorpadua)
- N-A 872 CL (Tonxocnojinas CooTBeTCTBYET CTAHZAPTY CooTBeTCTBYET
Xxpomatorpadus)
- Bensoiinas xucnorta (OKuaxoctsas CooteeTcTayeT CTAHIAPTY CooTeeTcTBYET
XpoMaTorpagus)
- Benzolinasn kucnora CooTBeTCTBYET CTAHAAPTY Cooreercrayer
(Tonkocnoitas xpomarorpadus)
- Xnopuusl {npeurnaTaling) [MonoxurensHo CooTBercTBYET
pH (FloreHuromerpuiecxoe 2,535 3,0
OnpeneneHHe)
OTHOCHTENBHAS TUIOTHOCTh 1,090 - 1,150 (CranpaprHsiii TecT Erp. @apm.) 1,117
O6bem coaepUMOro (B3BELIMBAHNE}
- Cpennuii o6bem (M) >/= ) (HOMBEHANLHBLIA O0BEM) CoortpercTByeT
- Mexny (Q-x) 1 (Q-2x) 1/50 xonteiineps CooTtBeTcTRYET
- < (Q-2x) mn 0/50 xoHTelinepH CoOTBETCTRYET
[TpoayxTsi pacnaza (KnaxocTHas
xpomarorpadus)
-N-A 873 CL <= 0,5 % (Tpeborauua npu xpaneann: <= 0,8 %) <0,10 %
-N-A 1777 CL <= (,2 % (Tpebopanua npu xpaHeHun: <= 0,8 %) <0,10 %
-N-AB 773 XX <= {),2 % (Tpeboanua npu xpaHeHun: <= 0,4 %) <0,10 %
- JIioboii HeenenndrumupoBanHbIii <= 0,2 % (Tpebosanusa npu xpaHenuu: <= 0,2 %) <0,10 %
NPOAYKT pacnaga <0,10 %

KonnuecTBenHoe onpeaenetune
N-A 872 CL
(AuaxocThas xpomaTorpags)

285,0— 315,0 mr/100mn
(Tpebopanus nipu xpanennn 843R-01, 843R-03,
rits2156v] nrlts-2783 v1: 552,0-630,0 mr/100mxn)

296,1 mr/100 mn

Bensolinas kucrora
(OKuaxocThaa xpomartorpadius)

153,0 - 1870 mr/100Ma

164,9 mr/100 Mn

HacrosiumuM noaTeepaao, 4To BeLIEYKa3aHHas #HPOPMaLMA SBISETCA AOCTOBEPHOH U NPABHNLHOHK.

Jannas cepus NeKapcTBEHHOIO CPEJCTBA [IPOH3BEAEHA, BIIIIOYAS YIIAKOBKY M KOHTPOAb KAYECTBA, B YKA3aHHOM
BBILIIE MECTE B MOJHOM COOTBETCTBHH ¢ TpeboranuaMH GMP MecTHOTO perynaTopHoro opraHa u CrietH(UKaMAM,
3APETHCTPHPOBAHHBIM B HMIIOPTHPYIOLIEH cTpaHe.

Pewenne: Boiywen 25/09/2018

Vaonnomouennoe anuo: Aude POITRINE

AQ «Canodut Pocenar

Agpec: 123009, Mocksa. va. Treperas, 22, Tek: (4953 721-14000 baxe: (495) 721-14 11 www.sanoliru




Certificate of Conformance and Analysis

Product

Customer code / Version

Active Ingredient{s)

Article No.:

Batch/Lot Ho.

Bulk Batch No:

N® of Marufacturing Authorization

Manufacturing specification:

Testing specification

Date of Manufacture:

Expiry Date:

Batch quantity released:

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:25/09/:¢
[ ASOLVAR syrup
RUSSIAN FEDERATICN
MARKETING AUTHORIZATION No: P ND14992/03

100m! bottle

702821 /001

AMBROXOL HYDROCKLORIDE 15MG/SML
Normative document: P N014992/03-180314
319183

180985

180985

M 15/292

83506_P330AI01C01
R1ts-2809v?2
07 2018

07 2021

78 630 UN

= ===

Certification statement:

"I hereby certify that the above information is authentic and gccurate and that al) the manufacturing stages
of this batch of fintshed product have been carried out in full compliance with the GMP requirements of the
local Regulatory Authority. the £U and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The batch processing, packaging and analysis records have heen 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 75 SEP-Z0iE

Delpharm Retims
10 Rue Coione) Charbenneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Heme : LASOLWAN syrup

RUSSIAN FEDLRATICH

Article Ko, .. 3191823 Customer code / Versicn 702821 [
Bateh/hot Wo.: 180985

Bulk Zatch Koo 180985

Testing Specification . .: Rits-28

ManuTfacturing Specification No.: 83505_P330A10101

Appearance

Odour

Colour of the soiution

Clarity of solution

ph

Relative density d{20/20)

Identificetion : Chloride
Identification N-A 872 CL {TLE)
Identification Benzoic Acid (TLE)
Identification Benzoic acid (HPLC)
Assay : Benzoic acid (HPLC)
Identification N-A 872 CL (HPLL)
Assay : N-A 672 CL (HPLC)

Degradation products: N-A 873 CL
(HPLC)

begradation products: N-A 1777 CL
(HPLL)

DELPHARM
Reims

Page: 2
Printed on:

iy

/35718

[
o
P

Date of Manufacture: 26/07/18

Expiry Cate . . . .. 07 2001
Specifications Results
Clear to aimost clear, colourless to Conforms
a1most celourless slightly viscous
Syrup
Fruity, aromatic of woodberry Cenforms
Net more intensely coloured than the Conforms
reference solution BS @¢r BYS
Not more opailescent than reference Conforms
suspension II 2,62 NTU
2.5 - 3.8 3.0
1.09G - 1,150 1.117
1.1167
Positive Conforms
Corresponds to reference Conforms
Corresponds te reference Conforms
Corresponds to reference Conforms

153.0 - 187 0 mg/100m}

Corresponds to reference

285.0 - 315.0 mg/200 73

NMT 0.5 %

NMT 0.2 %

164.9 mg/106m

Conforms

296 1 mg/100ml

< {0.10 %

< B.10 %



Certificate of Conformance and Analysis

Product Name . LASOLVAN syrun

RUSSTAN FEDERATION

Article No. .: 319183 Customer code / Version 702821 /001
Batch/Lot No.: 180835

Bulk Batch No: 180985

Testing Specification . T Rlts-2809v2

Manufacturing Specification Na.: 83505 F330AI010:

lests Specifications

Degradation products: N-AB 773 X¥

(HPLC}

any unspecified
(HPLC)

Degradation products:
degradation products

Degradation products: Total degradation

products (HPLC)

Tetal Aerobic Microbial Count (TAMC)
(EP Method)

Tota? combined Yeasts & Moulds Count
(TYMCY(EP Method)

Escherichia coli (EP Method)

Valume of contents

Yolumes of contents

s e

NMT 0.2 %

NMT 0.2 %

NMT 1 3%

NMT 10 rgised tc the power 2 CFU/m)

NMT 10 raised to the power 1 CFU/mI

Absence in 1m)

NMT 1 in 50 volumes is permitted to he
in the range 9:.0 and 95.5 m)

No velume is permitied to be less than
31.0 m

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

DELPHARMK
Reims

Page: 3

Printed on: 25/09/18

Date of Manufacture: 26/07/18
. 07 2021

Expiry [ate

Results

mamerr o e———— =

< 0.10 %

A

0.10 %

0.10 2

A

10 CFu/m

A

A

10 CFU/m?

Absence in 1m?

Conforms

1060 .3 m1

Date of Analysis : 25/09/18
No. of Analysis : 365309

Signature
Quality Contrel

P ‘ e
(LB SER. 208 | kgl




