JEKJAPALINA O COOTBETCTBHUHA

JEKJAPAHT, MPHHUMAIOIMHA JEKJAPAIIMIO O COOTBETCTBHH

AOQ "Canogu Poccua"

Ceedenus o peeucmpayuu opearnusayuu: Mexcpasionnan uncnexyus Pedepanbot Hano20601 cayxcosr Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mocxkea, yn. Teepckas, 0. 22. Teneon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepansrotii oupexmop Monoc O.A.

Josepennoe nuyo: Cmenanos C.C., dogepennocms 6/m om 01.12.2017

3ASIBIISIET, UTO

Aexapcmeennoe cpedcmeo: Jlasonsan, cupon 15 m2/5 ma 100 ma, raxonst memnozo cmexaa (1), € komnnexme ¢
Mepubim cmaxanyuxom (1), nauxu kapmonnvie, PY Ne I[1 N014992/03 om 07.08.2008 (0ama 3amenu
01.08.2017) smioano AO "Canogu Poccus”, cepusn 181313, napmus 46200 ynaxoeox, 200en do 01.11.2021,
npouzsodocmea Jensgpapm Peiive, Opanyus, Delpharm Reims, 10 rue Colonel Charbonneaux 51100 Reims,
France koo OKITZ2 21.20.10.255, k00 TH B3] 3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010,
unsotic No 9085323286 om 13.02.2019

COOTBETCTBYET TPEBOBAHHUSAM
IT N014992/03-180314 uzm. Ne 1-4

JEKJAPAIIUA ITPUHSTA HA OCHOBAHHH
npomokon ucnvimanuti Ne 5410 om 04.03.2019 HJI 000 HI] "®APMOEOPOHA", ammecmam axxpeoumayuu
POCC RU.0001.21®J140, Cepmughuxam POCC FR. ®M08.C35290 om 05.03.2019

JATA TIPHHSATHSA JEKJIAPAIIUH 05.03.2019
1 IIEKJKAPAU.HH nEﬁCTBnTEm,HA IO 01.11.2021

Crenanos C.C.
& 1O

. Oeragpamn

CBEJAEHUSA O PETUCTPALIINM

OPTAH 110 CEPTHO®HKAIIAY, 3APETHCTPHPOBABIINI JEKJIAPAIIAIO

RA.RU. 11OM08 OPIAH ITO CEPT, H@HIMUHH HPONVKIIHH OFIIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIS KAYECTBA”,

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeprosea, 0. 4, sm. 5, nom. I, xom. I, adpec opeara no
cepmugpuxayuy: 115280, POCCHA, 20pod Mockea, yi. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
cayim: oyxr.pg.

JEKJIAPAIIMA O COOTBETCTBUH 3APETMCTPUPOBAHA M POCC RU JJ-FR. @M08.4.17683/19
JATA PET'H TPAIII/IPI 05.03.2019
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- CepranKaT COOTBETCTRIS H SHAAN3IA

Hpoxyxr:

DELPHARM

Reims
Cepruduxar cooTseTCTBHA
Crpanuna 1
Hata negary: 25/01/19
Jlazonead cupon
POCCHHCKA S ®EJIEPALIHA

Kon saxaszuka / sepens
JelcTRYIONME BEIISCTEA

Hpoayxr Ne:

Ne naprun/cepym

Ne cepmu aHIpoO:

No PerncTpamsosHOTO YAOCTOBEPEHMN:
TlpoussoacTBeHHAY CHENPRKALI:
Criemuuxaling Al npoBeIeHAs HCIbLITaHu
Jlata IpOM3BOACTEA:

Jata OxoH4aHuA CpOKa FOXHOCTH:

Pasmep Brmymennoi ceprn:

PeructpannonHoe yaocTosepenre Ne: P N014992/03
GIJAKOH 100 mn

702821 /002

AMBPOKCOJIA THOPOXTIOPHUA 15 Mr/5 M
Hopmatusupiit xokyment: P N014992/03-180314
319183

181313

181313

M 15/292

83505_P330A10101

Rlts-2809v2

112018

112021

79 098 EJL,

CepruduxannonHoe 3agpicHAE:

«HacToAmnM NoATEEpXIak0, YTO BEIIEYKAZAHHAS uHbOpMaIHs ABNLETCS JOCTOBEPHOH H TOTHOM
H 9TO BCE 3Tanmbl IPOH3BOACTBA 3TOH CEpHH TOTOBOH NMPOXYKIMK OLIIM BHIIONHEHE! B TIOJHOM
coOTBeTCTBHH ¢ Tpebosanmamu GMP MecTHEIX perynupyromux opranos, EC u tpebosanusmu,
COACPKAMHUMHCH B PETHCTPANMOHHOM YAOCTOBEPEHHH CTPAHE/CTpaH HaznaueHus. JIOKyMeHTEL,
Kacalomyecs NPOM3BOJACTBA, YNAKOBKH H aHAM3a cepuy, ORI NpOBEpeHBl M TPH3HAHE
coorBeTcTBYIOIEME TpeboBanusm GMP. Tlo daxry mobpix oTknomeHuii Ghila NpOREAEHA
1poBepka, BONPOCH OBUTH  3aKpHITHI JO BeOycka cepud, Cepus OnUla  BEIIymEHa

VIIONEOMOYCHHBIM JHIIIOM)).

‘VnoxmoMoueHoR THIO Emmanuelie
Tlonmece DERVIN
Delpharm Reims <AOARHCH>

10 Rue Colonel Charbonneaux 28 Sur 2019 1.
51100 Reims, ®pannn




Cep'rmlmlcar COOTBETCTRHA N aBaliia

DELPHARM
Reims

Hassanye nposykra: Jlasoasan cupon POCCHHACKAS OEJEPALTUSA Crpannna: 2
TIpoayxr Ne: 319183 Kon saxasunxa / Bepous 702821 / 002 Jara nesaru: 25/01/19
Ne mapTHW/cepar 181313
Ne cepum anrpo: 181313
Criemuaduxains s npopenenus uerbiranuii. .; Rlts-2800yv2 Jarta npouassonctea: 28/11/18
TpoussozcTeernan cnermdukams Ne: 83505 P330A10101 Jara HcredeHns cpoxa

rOMHOCTH . . . ;11 2021
Ioxasarens Hopma Pesynprat
Onucarne TTpoapawrniii sy noyTH npo3pauHbLi, CooTtseTcTBYET

GecupeTHBIH WK NoYTH GeclBeTHLIH, cnerka
Ba3KHMit pacTBOp

3anax PPYKTOBSI, C APOMATOM NIECHBIX ATOL CooTsercTByeT
HiseTHOCTE pacTBopa Hcrerryemutii pactsop oxpamen ne Sonee CootrercTBYET
MHTEHCHBHO, 9eM 3TalnoHs BS win BYS
TpospayHocTs pacTBOpa Omnanecuennna ucnptyemoro pacteopa Be  CooTBETCTRYET
TIPEBHIIIEET ONANECIIeHIII0 ITanoHa 0,741 NTU
pH 25-35 3,0
OrxocuTebHAA INIOTHOCTE 1,090 - 1,150 1,118
1,1177
TopnuraOCTE: XN0pHaa TlonoxwTensHo CootsercTRyeT
Tlopaannocte: N-A 872 CL (TCX) CooTreTCTBYET CTARAAPTHOMY 0Bpasiy CoorsercTByeT
HopnuunocTs: Gensoiinoit xuenors (TCX)  Cootsercrayer CTaHAAPTHOMY 06pasily CootsercTBYET
HNomminaocTs: 6eH30HHON KACIOTE CooTtBercTryer cranpapTaoMy ofpasixy CootsercTsyer
(BOXX)
KomriecTsennoe onpenenenye: Genzoiinoit  153,0 - 187,0 Mr/100 ma 165,4 Mr/100 mn
xHcHOTH (BDXX)
Tlopnunmocts: N-A 872 CL (B3XX) CooTsereTByeT CraHzapTHOMY 0fpasiry CootsercTByYeT
KommuecTaennoe onpesencHue: N-A 872 285,0 - 315,0 mr/100 M 293,5 mMr/100 Mn
CL (B2IKX)
TlpogyxTs pasnoxenns: N-A 873 CL He Gomee 0,5 % <0,10%
(BIXX)
Hpoayxre! paznoxensa: N-A 1777 CL He 6onee 0,2 % <0,10%
(B3XX)
Tlponyxts! paznoxennsn: N-AB 773 XX He Gonee 0,2 % <0,10%
(BIXX)
TpomyxTE! pasnoxenus: eAKRHNIHEIR He 6onee 0,2 % <0,10%
HeHACHTHDHIEPOBARKEN MPOAYKT
paznoxernns (BIXEX)
TIponyxTel pasnoKeHHs: cyMMa NpoaykTos He Gonee 1 % <0,10%
paznoxerus (BIXX)
OfreM COISPKHMOTC YIAKOBKH He Gonee 1 m3 50 o6semoB MoxeT GHiTh B CooTBeTCTBYET

nuanaszone or 91,0 70 95,5 mn. O6neM me
mMoxet OuiTs Memrize 91,0 Ma

O0beMB! CONEPKAMOrO YIZKOBOK Cpennuit 06beM cozepuMoro paBeH HWiH 100.5 Ma
Gonsme 100,0 Ma

Fpumeganns:

Onenka: cOOTBETCTBYET HOPMaM CHeLM(pHKaHa

Jata anansza 1 25/01/19 Toamice
Homep agamuza 1373313 KonTpons kazecrsa
Aude POITRINE
<HOZNHCH™

28 Sup. 2019




Certificate of Conformance and Analysis

DELPHARM
Ralms

Certificate of Conformance
Page: 1
Printed on:25/01/1%
Product: LASOLVAN syrup
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No: P ND14962/03

100m1 bottle

Customer code / Version: 702821 / g2

Active Ingredient(s): . AMBROXOL HYDROCHLORIDE I5MG/SML

Normative document: P ND14992/D3-180314

Article No.: 319183
Batch/Lot NWo.: 181313

Bulk Batch No: 181313

N° of Manufacturing Authorization: W 157292
Manufacturing specification: 83505_P330AID101
Testing specification: Rits-2800v2
Date of Maznufacture: 11 2018

Expiry Date: 11 2021

Batch guantity released: 79,098 UN

Certification statement:

"I hereby certify that the above informetion is authentic and accurate and that 211 the manufacturing stages
of this batch of firished product have been carried out in full compliance with the GWP requirements of the
1ocal Regulstory 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 devietions have been assessed and closed prior to batch release.

The batch has been released by s Qualified Person”.

Emmean

Guatified Person
Signature

Delpharas Reims
10 Rue Colonel Charbonneaux
51100 Reims. France




Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup
Article No. .: 319183
Batch/Lot No.: 181313

Bulk Batch No: 181313
Testing Specification . . .:

Rits-2809v2

RUSSTIAN FEDERATIDN

Customer code / Version: 702821 ! 082

PELPEHARM
Resims

Page: 2
Printed on: 25/01/18

Date of Manufacture: 28/11/18

Manufacturing Specification No.: 83505 P330AI0101 Expiry Date . . . .: 11 2821
Tests Specificetions Results
Appearance Clear to almost clear. coloerless to Conforms
almost colourless slightly viscous
syrup
Odour Fruity. aromatic of woodberry Conforms
Colour of the solution Not more intensely coloured than the Conforms
reference solution BS5 or BYS
Clarity of solution Not more opalescent than reference Canforms
suspension ] 0.741 KTU
pH 2.5 - 3.5 3.0
Relative density d(20/20) 1.090 - 1.1580 1.118
1.1177
Identification : Chioride Positive Conforms
Identification N-A 872 CL (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)
Identification N-A 872 CL (HPLC)
Assay : N-A 872 CL (HPLL)

Degradation products: N-A 873 CL
{HPLE)

Degradation products: N-A 1777 CL
(HPLC)

153.4 - 187.0 mg/100m}
Corresponds to reference
285.0 - 315.0 mg/100 ml

NMT 0.5 %

NMT 0.2 %

165.4 mg/100m]

Conforms

293.5 mg/100m?

< 0.10 %

< $.10 2




Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup

RUSSIAN FEDERATION

Article No. .: 319183 Customer code / Version: 702821 /G

Batch/iot No.: 181313
Bulk Batch No: 181313

Testing Specification . . .: Rlts-2800v?

CELPFHARM
Reins

Page: 3
Printed on: 25/01/19

Date of Manufacture: 28/11/18

Manufacturing Specification Mo.: B3505_P330AI0101 Expiry Date . . . .: 11 2021
Tests Specifications Results
Degradation products: N-AB 773 XX NMT 0.2 2 < 0.10 %
(HPLC)
Degradation products: any unspecified NMT 0.2 % <8.10 %
degradation products (HPLC)
Degradation products: Total degradation NMT 1 % <0.10 %
products (HPLC)
Volume of contents NMT 1 in 50 volumes is permitted {o be Conforms
in the range 91.0 and 95.5 ml
No volume is permitted to be less than
91.0 m}
Volumes of contents The average volume of contents is equal 100.5 m

to or greater than 106.0 m

Date of Analysis : 25/01/19
No. of Analysis : 373313

Signature
Quality Control

Avde POTTRINE, |
128 Jak, 201
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