JNEKJIAPAIIMSI O COOTBETCTBHH

JEKJAPAHT, TIPHEHUMAIOIIHA JEKJIAPAITHIO O COOTBETCTBHM

AO "Canodhu Poccun”

3apezucmpuposano ;| Mexcpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OFPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Tenegon:8 (495) 721-14-00

B nuye: Ienepanvrvii duperimop Adaman H.B.

Hosepennoe nuyo: Cmenarnoe C.C., dosepennocmn 6/u om 01.12.2017

SAABJIET, UTO

nexapchmsennoe cpedcmeo: Jazonean, cupon 30 m2ls ma 100 mn, ghaaxonsr memnozo cmexna (1), 6 komnnexme
cmaxanyuxu mepuvie (1), nauxu xapmonnvie, PY Ne 11 N014992/02 om 07.08.2008 (dama samenvt 01.08.2017)
6610an0 AQ "Canou Poccun”, cepus 180954, napmua 2800 ynaxosox, 20den do 01.07.2021, npoussodcmea
Henvpapm Perime, Cpanyun, Delpharm Reims, 10 rue Colonel Charbonneaux, 51100 Reims, France, xod
OKTIA2 21.20.10.255, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085305550 om 11.09.2018

| COOTBETCTBYET TPEBOBAHMSIM
f IT N014992/02-040310 usm. Ne 2-8

| TEKJIAPAITMSI IIPAIHATA HA OCHOBAHUH
npomoxon ucnvimanuti No 2714 8 om 25.09.2018 HJI QOO0 HI] "®APMOBEOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpucam POCC FR. OMO8.C23600 om 26.09.2018

JIATA TIPHHATYSL IEKIAPATIVM 26,09.2018
| MERIHAPATII AF HCTBHTEILHA 0 01.07.2021

Crenauoe C.C.

W ®.JO

CBEJEHHS O PETUCTPAIIU

OPTAH 10 CEPTUOHUKAITHH, 3APETHCTPHAPOBABIIWIA AEKJIAPAIHIO
RA.RU.11®M08 OPTAH 10 CEPTHOHKAIHH HPOIVKIHH OFI[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPYXKHOH IIEHTP KOHTPOJIT KAYECTBA",
aopec opzanusayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. I, adpec opezana no
cepmudhuxayuu: 115280, POCCI'I}I 20pod Mockea, ya. Macmepxosa, 8. 4, 3m. 5., men.:(495)788-02-88, ee6-
catim: oyrx.pg.

APALTIA O COOTBETCTBHAM 3APETHCTPHAPOBAHA M POCC RU JI-FR.®OM08.A4.02096/18
TPAI.II{I/I 26.09.2018

f/«’ .‘;’fi’x!{: ; Kauau E.B.

TNONIHCE 3aM. pyxosomurens OC




Hensdapm Peifivc, Opanuns
10, Rue Colonel Charbonneaux
51100 Reimis, France

Cepusn: 180954

SANOFI

CEPTHPHKAT AHAJIU3A
JIA3OJIBAH, cupon 30 mr/5 ma, 100 ma

Ilpouzeemen: 07/2018
lopeH no: 07/2021
HJ ITN014992/02-040310 nam 2-7
MOKA3ATENMU HOPMbI PE3YNbTATH!
OnucaHue Mpo3payHasn Uau NouYTH Npo3padHan, GecupeTHas UK MNpo3paydHbIi 1

(BusyanbHbiid Tecr)

NIOYTH GECLlBeTHaH, CNErka BA3Kas »XUAKOCTh

GecuBeTHbIN, cnerka

BSA3KMIA cupon

3anax (OpraHonenTuyeckuii Tecr) DPYKTOBLIN, C 3POMATOM KIYBHUKI CO CMBKAMM CooTeeTcTBYET
LiBeT pacTBopa OKpalile He UHTEHCUBHEE 3TANOHHOTO pacTeopa BS CooTseTcTRYET
(CranpapTHblit Tect EBp. ®apM.) unu BYS (TpeboBanua npu xpaHeHun: okpalueH He

MHTEHCMBHEE 3TaNoHHOIO pacreopa 84 unm BY4)
Mpo3pavHocTL pacTeopa He Bonee onanecueHTHa, YeM CyCneHsus cpaBHeHMs CoorseTcTayer
(CranaapTHblid TecT EBp. ®apm.) I
MoAAUHHOCTL
- N-A 872 Cl. (KugkocTHan CooTBetcTBYET CTaHAaPTY CooTBetcrByeT
XpomaTorpadus)
- N-A 872 Cl. {ToukocnoiiHas CooTsercTByeT cYaHaapTy CooTeeTcTBYET
XpomaTtorpadgus)
- BeHsolHan kucnota (KugkoctHas  |CooTeeTCTBYeT CTaHBapTy CooTeeTCreyer
xpomatorpacdmsa}
- beHzoliHan kucnoTta CooTseTcTBYET CTaRAAPTY CoorseTcTBYET
(ToHkocnolinas xpomartorpadms)
- Xnopuabl (fpeymnutauua) MonoxkutensHo CooTBeTCIBYET
pH (MoTeHumomeTpUueckoe 2,5-35 3,0
onpeaenexne)
OTHOCUTENbHAA NAOTHOCTL 1,090 - 1,150 (CraHpapTHbiit Tect Esp. ®apm.) 1,120
O6vem copepxuMoro (B3BelIMBaHIe)
- CpegHuii obvem (Mn) >/= Q (HOMUHanbHbBIK 06bEM) CooTeeTcreyeT
- Mexay (Q-x) n (Q-2x) 1/50 koHTeliHepb CooTeeTCcTBYET
- < (Q-2x) mn 0/50 koHTe#Hepsl CooTBeTCTBYET
MipoaykTbl pacnasa (GKnaxocTHas
xpoMaTtorpadms)
-N-A 873 CL <= 0,5 % (Tpebosanun npu xpaxeHut: <= 0,8 %) <0,10 %
-N-A 1777 CL <= 0,2 % (Tpebosanus npu xpaHeHun: <= 0,8 %) <0,10 %
- N-AB 773 XX <= 0,2 % (TpebosaHua npun xpaxeHnn: <= 0,4 %) <0,10 %
- Jioboii HecrieundUUMpOBaHHbIi <= 0,2 % (TpebosaHun npu xpaHeHnn: <= 0,2 %) <0,10 %
nPoAyKT pacnaga
- Cymma npogykToB pacnaga <= 1 % (Tpebosanua npu xpaneHun: <= 2 %) <0,10 %

KonuuyecreeHHOE onpeaeneHye
N-A 872 CL
{>KuakocrHan xpomatorpadus)

570,0 ~ 630,0 mMr/100mn
(Tpebosarua npu xpaHeHuu 843R-01, 843R-03,
rits2156v1 v rits-2783 vi: 552,0-630,0 mr/100mMn)

586,5 mr/100 mn

BeHsolHan kucnoTa
(>KwakocTHan xpomaTorpadun)

153,0 - 187,0 mr/100mn

165,0 Mr/100 mn

Hacrosium noarsepanaro, uto Buileykasannas HudopMaiia aBngercs HOCTOBEPHON M NIPARBHUNIBHON,
HaHHas cepus NeKapCTBEHHOrO CPENCTBA [POM3BEAEHA, BKIIOYAS YIIAKOBKY M KOHTPOJIb KaueCTBa, B YKA3aHHOM
BRILIC MECTE B NO/IHOM COOTBETCTBHY C TpeboBakmuamu GMP MeCTHOrO pery.1sSTopHOTa opraHa H cnelM(pUKaLHaM,
3aPErHCTPHPOBAHHBLIM B UMITIOPTHPYIOLLEH CTpaHe,

Pewenne: Buinywen 23/08/2018

Vionnomouennoe nuno: Estelle WAGNER

AD «Canofn Poccrs

Acpec: 123009, Mockna, v Teeporas, 22 Tea.: (495) 721-1400, Daie: A5 7211411 www.sanoliru




Certificate of Conformance and Analysis

PELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:23/08/18
Product : LASOLVAN Syrup
RUSSIAN FEDERATICON
MARKETING AUTHORIZATION No: P NOl4@ge/2

BOTTLE 100m]

Customer code / VYersion 702827 /001

Active Ingredient(s) AMBROXOL HYDROCHLORIDE 30mg/5m?

Normative Document: p N014592/02-040310

Article No.: 319184

Batch/Lot No - 180954

Bulk Batch No: 180954

N° of Manufacturing Authorization: M 18/292
Manufacturing specification- 83506_P330A10101
Testing specification Rits-2156v1

Date of Manufacture: 07 2018

Expiry Date: 07 2021

Batch quantity released: 78.504 UN

SemRsEocTesss e = = SREs s e ==

Certification statement:

“1 hereby certify that the above information is authentic and accurate and that a1l the manufacturing stages
of this betch of finished product have been carried out fn full compiiance with the GHP requirements of the
local Regulatory Authority. the £U and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The beteh 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 relesse

The batch has been released by 2 Qualified Person”.

(ualified Person f'f-?" jﬁiiZ%me
Signature ]

Delpharm Reims
10 Rue Colorel Charbonneaux
51100 Reims, France




Certificate of Conformance and Analysis

Product Mame : LASOLVAN Syrup

Article No. - 3193182
Batch/Lot No.: 180954
Bulk Batch No: 180952

Testing Specification . : Rits-2156v1

Manufacturing Specification o, -

Customer code / Versian

RUSSIAN FEDERATION
702827 /001

83506_P330AI010:

Tests Specifications

Appearance Clear to almost clear and colourless te
almost colourless slightly viscous
liguig

Odour Fruity, aromatic of strawberry cream

Colour of solution

Ciarity of solution

pH

Relative density

Identification: Chioride
Identification: N-A 872 CL (TLC)
Identification: Benzoic Acid (TLC)
Identification: Benzoic acid (HPLC)
Assay: Benzoic acid ¢(HPLC)

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

Degradation products: d-A B73 CL
(HPLC)

Degradation products: N-A 1777 CL
(HPLC)

Not more intensely coloured than
reference solution BS or BYS

Not more opalescent than reference
suspension II

2.5 - 35

1.080 - 1.15p

Positive
Corresponds to reference
Corresponds to reference
Corresponds to refarence
153,06 - 187 0 mg/100mT
Correspcnds to reference
570.0 - 630.0 mg/3100 ml

KMT 0.5 %

NMT 0.2 %

DELPHARM
Boims

Page: 2
Printed on: 23/08/1&

Date of Manufacture: §/07/18

Expiry Date . : 07 2021

Results

s e e e s O R e S e S

Conforms

Conforms
Conforms
Conforms
2.01 NTU
3.0

1,120
1.1197

Conforms
Conferms
Conforms
Conforms
165 .8 mg/100m]
Conforms
586.5 mg/100m1

<010 %

< 0.10 %




Certificate of Conformance and Analysis

DEL ARM
Reims

Product Name : LASOLYAN Syrup RUSSIAH FEDERATION Page: 3

Article No. : 319184 Customer code /7 Version 702827 /061 Printed on: 23/(8/18
Batch/tot No.: 180954

Bulk Batch No: 180954

Testing Specification . . .. Rlts-2156v1 Date of Manufacture: 5/07/18
Manufacturing Specification No. 83506_P330A10101 Expiry Date . . . . 07 2023
Tests Specifications Resuits

Degradation products: N-AB 773 XX NMT Q.2 % < 0,10 %

{(HPLC)

Degradation products: Any unspecified NMT 0.2 % <{ 10 §

degradation prodect (HPLC)

Degradation products: Total degradation, NMT 1 % < D.10 %
products (HPLE)

Total Aerobic Microhial Count { TAMC) Not more than 10 raised to the power 2 < 10 CFU/ml
(EP Method) CFu/m

Total combined Yeasts & Moulds Count Kot more than 10 rassed to the power 1 < 10 CFl/mi
{TYMC) (EP Method) CFU/mY

Escherichia coti (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
Ko velume s permitted to be less than
91.0 mt

Volumes of contents The average volume of contents is equal 100 4 m)
to or greater than 100.0 m

Date of Analysis : 21/08/18 Signature
No. of Analysis : 368180 Quaiity Control \

Fatelic WAGNER 4

o
zar 2
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