NEKJIAPAIIASI O COOTBETCTBUM

JEKJIAPAHT, MIPHHUMAIOIIHA JEKJIAPAITHIO O COOTBETCTBHH

AO "Canogu Poccun”

Ceedenus o pezucmpayuu opeanusayuu: Mesxcpaionnas uncnexyun Pedepansoti Hanozo80u cayxcbot Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Tenepon/axc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvuviii dupexmop Monxc O.A.

Josepennoe nuyo: Cmenanoe C.C., oogepennocme 6/n om 01.12.2017

3AABJIET, UTO

nexapcmeennoe cpedcmeo. Jlasonean, cupon 30 m2|5 ma 100 mn, raxons memuozo cmexaa (1), 6 komnaexme
cmaxansuxu meprvie (1), navku xapmonnwie, PY Ne IT N014992/02 om 07.08.2008 (0ama samens: 01.08.2017)
avidano AO "Canogu Poccus", cepus 190853, napmua 79575 ynaxoeox, 200en do 01.06.2022, npouseodcmsa
Henvpapm Peiimc, Opanyun, Delpharm Reims, 10 rue Colonel Charbonneaux, 51100 Reims, France, ko0
OKII/12 21.20.10.255, o0 TH B3] 3004900002, kowmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne

9085343478 om 09.08.2019

COOTBETCTBYET TPEBOBAHHUAM
I NG14992/02-040310 usm. Ne 2-8

JEKJIAPALIHSI TPHHATA HA OCHOBAHHHA
npomoxon ucnsimanuii Ne 25960 om 20.08.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC FR.®M08.C46450 om 20.08.2019

lIATA HPI/IHHT HS AEKJIAPALIUH 20.08.2019

Crenanos C.C.
O.H.0
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CBEJAEHMA O PETUCTPAIIMHA

OPTrAH IO CEPTU®UKAIIUHY, 3APETHCTPUPOBABIIAN JEKJIAPALIHIO

RA.RU.119PM08 OPI4H 110 CEPTHOHKALIHH IIPOIOVKIIHH OFLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCThIO "OKPVKHOH LJEHTP KOHTPOJI KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men..(495)788-02-88, 8ed-
caiim: oyxx.pep.

JEKJIAPAITHSI O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-FR.®M08.A.33781/19
JATAPETICTPALIMHA 20.08.2019
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Cepradurat cooTsercTann n aHannsa |
DELPHARM

Reims
Ceptudukar cooTseTcTBHA
Crpanuna 1
Hara neuarn: 12/07/19
IpomykT: JIA3OJIBAH cupon
POCCHICKAS GEJTEPALIUSA
PerncrpaunonHoe yaoctosepenne Ne: P N014992/02
®JIAKOH 100 Ma
Kon 3akazuuxa / Bepcun 702827 / 002
HJeticTayiomue pemecrsa AMEPOKCONA THAIPOXJIOPHA 30 Mr/5 M
HopmarusHbili nokyMent: P N014992/02-040310
TpomyxT Ne: 319184
Ne napThw/cepuu 196853
Ne cepun anrpo: 190853
Ne PerucTpauvonsoro ynocrosepenns: M 15/292
[IpoussoncTeennas cnenrduKanms: 83506 P330A10101
Crneundukauun [Uis nposeaeHIs HCMbITAHHL Rits-2156v]
[Hata npowssoncTea: 062019
Hara oxoHYaHHA CpPOKA FOMHOCTH: 06 2022
PazMep sbimymeHHol cepuu: 79 579 EL.

Ceprudukaruontoe 3asenenne:

«Hacroamum moaTBep®KAAI0, YTO BEINEYKAa3aHHAS MH(OpMaIHs ABNSETCI JOCTOBEPHOH M TOTHOM
H 9TO BCE 3Talbl IPOH3BOACTBA TOH CEPHHU TOTOBON NMPOMYKIMH ObLTE BBUIOIHEHH! B MOIHOM
COOTBETCTBUH ¢ TpeGoBaHKaME GMP MecTHEX perymupyiowmx opranos, EC u tpeGoBanuame,
COACPAIMMHCS B PETHCTPAIMOHHOM YACCTOBEPEHRH CTPAHBL/CTPaH HasHadeHHs. JlOKyMeHTH,
Kacaroluecss MPOM3BOACTBA, YNMAKOBKM M AHANH3A CepHH, OBUIM IPOBEPEHH M IPH3HAHBI
COoOTBeTCTBYloyMMU TpeGoBaHusaM GMP. Tlo daxry mobsx oTkNOHeHmit GhUTa HpOBEEHa
TNpOBEPKA, BOMPOCH OBUIM 3aKPHITHl 70 BhIycka cepd. Cepus GOblia BHOIyINEHa
YNOJIHOMOYEHHEIM JIALOM,

Y noiHoMo4eHHoE JIHLD PAWULA
Noanucs Elisabeth
Delpharm Reims <nOANHCH>
10 Rue Colonel Charbonneaux 16 HIOT 2019 1.

51100 Reims. ®pasms



CepTHOUKAT COOTBETCTBHS M AHANH3A

Haspanue nponykra: Jlazonsan cHpon

IIpomyxT Ne: 319184
Ne napruw/ceprn 190853
Ne cepuu anrpo: 190853

Crienndukalms a1 npoBeaeHrs HCNbLITanui. . Rlts-2156v]

Kon 3akazauxa / pepcus 702827 - 002

DELPHARM
Reims

POCCHHCKAS] ®EJIEPALIMS  Crpanmna; 2

Hara newarn: 12/07/19

Hara npoussoacrsa: 19/06/19

TponssoncTsennas cnenndukaiua Ne: 83506_P330A10101 JlaTa ucreuenns cpoka
TOAHOCTH.....csvrencrssacnns 06 2022
TMoxazatens Hopma PeaymbTar
Onucanue IIpo3paunbiii WnH noaTH Npo3pauHLIK, CootsercTRyer
GecupeTHbIN 1Ak noaTH GecuBeTHH, caerka
BA3kul pacrBop
3amax DpykTOBHIH, C apoMaToM KIYGHIUKOTO KpeMa CootBeTcTBYET
Liperrocth pactBopa Memmityemsifi pacteop oxpamen me Gonee CootBercTBYET
HMHTEHCHBHO, 9eM 3Tanouu BS unn BYS
Ilpo3pauHocTs pacTeopa Onanecueuy HCNBITYeMOro pacTBopa He  COOTBETCTBYET
TIpeBBUNIAET OaNecueHIo 3TanoHa 11 0,433 NTU
pH 25-35 29
OTHOCHTENLHAN NNOTHOCTH 1,090- 1,150 1,118
1,1180
TloanuHBOCTE: XNOpHAa IonoxurensHo CooTeeTcTBYET
Nopnunnocte: N-A 872 CL (TCX) CooteercTByer craHaapTHOMY 06pasiy CootBeTcTBYET
Hoanuunocts: GensofHol kucnots (TCX) Cootsercrryet crannapTHOMY o6pasiy CootserctByeT
TomnunnocTs: GeH3oiHoM KACNOTHI CootsetcTayet cTaHaapTHOMy o6pasiry CooTseTcTBYET
(B3HX)
Kommecternoe onpenenenue: Gensoiinot  153,0 - 187,0 Mr/100 mn 167,7 Mr/100 Mn
KkucnoTs (B3XKX)
HomnuunocTs: N-A 872 CL (BIXKX) Cootsetctayer cranpapTroMy 06pasiy CooteercTBYET
Kommectsennoe onpenenenue: N-A 872 CL 570,0 - 630,0 Mr/100 586,6 Mr/100 mn
(BIXX)
Mponyxra paznoxenns: N-A 8§73 CL He 6onee 0,5 % <0,10%
{(BOXX)
TpomykTs! paznomkenns: N-A 1777 CL He 6onee 0,2 % <0,10%
(BIXX)
TIpogyxrsl paznoxenus: N-AB 773 XX He 6onee 0,2 % <0,10%
(BIA)
IpoaykThl paznoxeHu: e IMHHYHLIH He Gonee 0,2 % <0,10%
HEHAEHTHOHIHPOBAHHLIA IPOLYKT
pasnoxenns (BIXX)
IlpomyxTs! pasnokenus: cymma npoayktos He Gonee 1 % <0,10%
paznoxenns (BOXKX)
O6mee aucno aspobubx MEKpoopranniMos He Gonee 102 KOE/Mn < 10 KOE/Mn
(TAMC) (meTonuxa Esp. ®apm.)
Obwee aHCIO APOXOKEBLIX M MIeCHEBEIX  He Gonee 10! KOE/Mn < 10 KOE/mn

rpuboB (TYMC) (metonnka Esp. ®apm.)
Escherichia coli (MeTognka Erp. ®apm.)

OGbem conepRIMOro ynakoBKU

OO0beME! COAEPKMMOro YNAKOBOK

OrcyretBue B 1 Mn

He Gonee 1 u3 50 06beMOB MOXET GHITD B
Auanasore ot 91,0 ao 95,5 M. O6beM He
MOxeT Ob1Th Menbme 91,0 M

Cpenwuii 06seM coaepmuMOro pabeH UK
Sonsme 100,0 mn

Orcyrcreie B 1 Ma

CooTtBetcTBYET

100.8 mn

—3




Cepradnkar cooTBeTcTRHS M aHANM3a

Reims

Hassanue npogykra: Jlazonsan cupon POCCHICKAS ®EAEPALINA Crpanuma: 3
MpomyxTt Ne: 319184 Kon 3axa3unka / sepcus 702827 - 002 Hara newatn: 12/07/19
Ne maprun/cepun 190853
Ne cepun aHrpo: 190853
Creuncukauns /g IpoBeaeHAs HCMbITaHMH. ,: Rlts-2156v] Hara mpouseozcrea: 19/06/19
Tpor3eoncTeernan cneuupukauys Ne: 83506_P330A10101 JlaTa ucregennd cpoka

TORHOCTH. ccocrvrrverennen 06 2022

Ipumeyanus:

Ouenka: cOOTBETCTBYET HOpPMaM crielbHKaIHH

Hara aHanu3sa :12/07/19  Tlonmuce
Homep anammza  :380203  Kourpons kauecrsa
Aude POITRINE
<ROANHCE>
15 Hiona 2019
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Certificate of Conformance and Analysis g

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:

Bateh quantity released:

DELPHARM
Relms

Certificate of Conformance
Page: 1
Printed on:12/07/19
LASOLVAN Syrup
RUSSIAN FEDERATION
HARKETING AUTHORIZATION No: P ND14992/02

BOTTLE 100m1

ro2827 - 002

AHBROXOL HYDROCHLORIDE 30mg/5m!
Normative Document: P NO14992/62- 040310
5i9184 -

190853

190853

M 15/292

45121

83506_P330A10101
Rlts-2156v1
06 2019

06 2022

79,579 UN

Certificatfon statement:

"I hereby certify that the above information is authentic and accurste snd that ail the manufacturing stages
of this batch of finished product have been carried out in full compiiance with the GMP requirements of the
tecal Regulatory Authority, the EU and with the requirements of the Marketing Authorization({s) of the

Quatified Person
Signature

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. France



Certificate of Conformance and Analysis

Product Name : LASOLYAN Syrup
Article No. .: 319184
Batch/Lot No.: 190853
Bulk Batch No: 190853
Testing Specification

. .1 Rlts-2156v1

RUSSIAN FEDERATION

Customer code - Version: 702827 - (02

DELPHARM
Roelms

Page: 2
Printed on: 12/07/19

Date of Manufacture: 19/06/1%

Manufacturing Specification No.: 83586_P33DAID101 Expiry Date . . . .: 06 2022
Tests Specifications Results
Appearance Clear_to almost clear and colourless to Conforms

almost colourless slightly viscous

liquid
Odour Fruity, aromatic of strawberry cream Conforms
Colour of solutio Not-more-intensely coloured tha Conforms

reference solution B5 or BYS
Clarity of solution Not more opalescent than reference Conforms

suspension I 0,433 NTU
pH 2.5 - 3.8 2.9
Relative density 1.080 - 1.150 1,118

1.1180
ldentification: Chleride Positive Conforms
Identification: N-A 872 (L {TLC) Corresponds to reference Conforms
Identification: Benzoic Acid (TLC) Corresponds to reference Conforms
Identification: Benzoic acid (HPLC) Corresponds to reference Conforms
Assay: Benzoic acid (HPLC) 153.0 - 187.0 mg/100m} 167.7 mg/100m1
Identification: N-aA 872 CL (HPLC) Corresponds to reference Conforms
Assay: N-A B72 CL (MPLC) 570.0 - 630.0 mg/100 mi 586.6 mg/100mi
Degradation products: N-A 873 CL KMT 0.5 § < (.10 %
{HPLC)
Degradation products: N-A 1777 cL NMT 0.2 & =0.10 %
(HPLC)
LT -

x| wCa w
P | anofi R



Certificate of Conformance and Analysis

Product Name : LASOLVAN Syrup
Article No. : 3191g4
Batch/Lot No.: 190853

Bulk Batch No: 190853

Testing Specification . . .:

Manufacturing Specification N

RUSSTAN FEDERATION
Customer code - Versipn: 702827 - D02

R1ts-2156v1

0.: 83506_P330A10101

DELFHARM
Reims

Page: 3
Printed on: 12/07/19

Date of Manufacture: 19/06/19

Expiry Date . . . .: 06 2022

Tests Specifications Resulits
Degradation products: N-AB 773 XX NMT 0.2 & < 0.10 %
(HPLC)

Degradation products: Any unspecified NMT 0.2 % < 0.10 2
degradation product (HPLC)

Degradation products: Tots) degradstion WHT 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/mi

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

(TYMC) (EP Method)
Escherichia coli (EP Method)

Volume of contents

Volumes of contents

Date of Analysis : 12/07/19
No. of Analysis : 380203

CFU/mi
Absence in 1m

NMT 1 in 50 volumes is permitted to be
in the range 91.0 and 95.5 mi

Ho volume is permitted to be less than
91.0 mt

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

Signature
Quality Control

Aude POITRINE
13 L. 2009/

Absence in 1ml

Conforms

100.8 m
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