JEKJIAPAITAS. O COOTBETCTBHM

JEKJIAPAHT, MPHHAMAIONHHA JEKJAPAIINIO O COOTBETCTBHH
AO "Canoghu Poccun"
Csedenun o pezucmpayuu opzanuzayuu: Medicpationnan uncnexyua Dedepanvroil Hanozoeot caysicbor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npucsoenus OI'PH 19.08.2002.
Adpec: 125009, 2. Mocxea, yn. Teepcxan, 0. 22. Tenegpow/paxc: 8 (495) 721-14-00/721-14-11
B nuye: I'enepanvruiti Qupexmop Monc O.A.
Hosepennoe nuyo: Cmenanos C.C., dosepennocme 6/1 om 01.12.2017

3AABJISIET, UTO

nexapcmeennoe cpedcmeo: Jlasonean, cupon 30 m2|5 ma 100 ma, pnaxonst memnozo cmexaa (1), 8 xomnnexme
cmaxanyuxu meprute (1), nauxu xapmonnote, PY Ne I1 N014992/02 om 07.08.2008 (dama 3amenwt 01.08.2017)
avi0ano AO "Canogpu Poccus", cepusn 181328, napmus 76997 ynaxoaox, zoden 0o 01.10.2021, npouseéodcmea

Henvghapm Peiime, @panyus, Delpharm Reims, 10 rue Colonel Charbonneaux, 51100 Reims, France ko0

OKII2 21.20.10.255, xod TH B34 3004900002, xowmparxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085318701 om 02.01.2019

COOTBETCTBYET TPEBOBAHUSIM
1T N014992/02-040310 usm. Ne 2-8
JEKJAPAITHSI ITPHHSATA HA OCHOBAHHHA

npomoxon ucnetmaruii Ne 330 om 15.01.2019 HIT 000 HI] "PAPMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC FR.OM08.C31416 om 15.01.2019

JIATA TIPHHSITHSA AEKJIAPAIAH 15.01.2019
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=" CBEJEHHS O PETHUCTPAIINHA

OPTAH IO CEPTU®UKAIIAH, 3APETHCTPUPOBABIIUH JEKJIAPALIMIO
RA.RU.11dM08 OPTAH 10 CEPTHOHKALIHH ITPONYKIHH OBLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XXHOH LJEHTP KOHTPOJIA KAYECTBA",
adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opaana no
' cepmucpuxayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepxoea, 0. 4, am. 5., men.:(495) 788-02-88, aeb-
| caiim: oyxk.peh.
JNEKJAPALMS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-FR.®M08.A.12508/19
JATA PETUCTPAIIMH /5.01.2019
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CepTHHKAT COOTBETCTBHA 1 aAHANN3A @

DELPHARM
Reims
Cepradukar cooTBeTcTBHS
Crpannua 1
Jara neuyarn: 27/11/18
IpoxyxT: Jlazonsau cupon
POCCHICKASA OENEPALIMA
Peructpauyontoe ynoctorepenne Ne: P N014992/02
®JIAKOH 100 mn
Kon 3akazumka / Bepcha 702827 /001
HeticTyIomue BemecTna AMBPOKCONA TrHAPOXIIOPHU 30 Mr/5 Ma
Hopmatupamiii noxyment: P N014992/02-040310
IpoayxT Ne: 319184
Ne mapTH/ cepun 181328
Ne cepun anrpo: 181328
No PerncTpauHoHHOTO yAOCTOBEPEHHS: M 15/292
IlponsBoacTBeHHan cnetH KA 83506_P330A10101
CnenmdHkaums ans npoeeacHUd HCIBITAHMHA Rits-2156vl
Hara nponssoacTea: 10 2018
Jlata OKOH4YAHHA CPOKA FOAHOCTH: 10 2021
Pasmep BeIMyLIeHHOH cepru: 79 520 EL,

CeprudukauuonHoe 3asBNeHAE:

«Hacros1iuM noaTBEpKAAIO, UTO BHIIECYKa3aHHAS HH(OPMAITHS SBIAETCS 0CTOBEPHOH M TOHOM
¥ 9TO BCE 3TalNbl MPOM3BOACTEA 3TOH CEPHH TOTOBOI MPOAYKIMH OBUTH BEITIONHEHLI B [TONHOM
COOTBETCTBHH ¢ TpeGoBanuamMu GMP MecTHBIX perymupyromux opranos, EC u tpeGoBanusMu,
COMEpKAMAMHCS B PETHCTPAIIHOHHOM YOCTOBEPEHHH CTPAHLY/CTpaH HasHaueHHs. JJOKYMEHTEL,
KacaroIIMecs TNPOM3BOACTBA, YNAKOBKM M AaHAIH3A CEpMH, OBUIM NpPOBEPEHBI M MPH3HAHKI
cooTBeTCTBYIOIMMH TpeGoBanuaM GMP. Ilo daxry mofbix oTKNIOHeHHi Gblia mpoBeneHa
NpOBEpKa, BONPOCH OBUTM 3aKpBITHI N0 BBITycka cepud. Cepus Oblia  BHIIYIIEHA
YIOJTHOMOYEHHBIM JIMLIOM).

YnonHoMoueHHOE nHLo
IMoamice
Delpharm Reims
10 Rue Colone! Charbonneaux
51100 Reims. dpannus

Emmanuelie
DERVIN
<AOANKCH™>
27 noatdpy 2018 1.
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DELPHARM
Reims

CepTHHKAT COOTBETCTBUA B AHAIH3A

Haspanue nponyxkra: Jlasonsau cupon POCCUICKASA ®EAIEPALIMA  Crpanuua: 2

Iponykr Ne: 319184 Kon 3axasuuka / pepcus 702827 / 001 Hata nevarn: 27/11/18
Ne naprun/cepun 181328
Ne cepu anrpo: 181328

Cneunduxanma nia npoBeaeHns HCTbTaHH. .: Rlts-2156v
IMponssoncTeenkan cneundukauns Ne; $3506 P330AI0101

Hara npomssoncrsa: 16/10/18
Jara ncredenus cpoka

FOOHOCTH . . . .. 102021

Iloka3zarens Hopma Pesynorar
Onmucanune MNpo3pausbii KK TOYTH MPo3pauHLIH, CooTtBetcTBYET

GecuBeTHbIH KA NOYTH GecLBETHRIN, clierka

BA3KHH pacTBOp
3anax OpyxToBbLIH, ¢ apoMaToM KTyGHIYHOTO kKpema COOTRETCTRYET
LisetHoCTH pacTROpa HemuiTyemuili pactaop okpawen se Gonee CoorBercTBYET

HHTEHCHBHO, 9eM 3TanoHsl B5 win BYS
IpospaynocTe pacTeOpa OnanecueHusa #CNLITYeMOro pacteopa e CoOTBETCTBYET

TIPEBHILAET OTIANeCcuEHIHIO TanoHa 11 3. 29NTU
pH 25-35 3,0
OTHoCHTENIbHAA TIOTHOCTD 1,090 - 1,150 1,119

1,119}

TonnaHAOCTL: XN0pHaa IonoxurensHo CootsercTBYET
Ionpaanocts: N-A 872 CL (TCX) CoOTBETCTBYET CTAHAAPTHOMY 06pasiy CooTseTcTBYET
HonminHocTs: Gensoinoii kucnotsl (TCX) CootsercTeyet cranaapTHOMy o6pasiy CooTeeTcTBYET
TMonnuuHocTs: GeH30IHON KHCNOTHI CooTseTcTBYET CTAHAAPTHOMY 06pasiry CooTBeTcTBYET

(BIXKX)

KonnuecTeenHoe onpenenenne: 6exsolinoit

153,0 - 187,0 Mr/100 mn

168,1 mr/100 mn

kucnotel (BOXX)

NoanunHocTe: N-A 872 CL (BIXKX) CooTeeTcTBYET CTAHAAPTHOMY 06pasiy CootBeTcTBYET
KonmectseHHoe onpenenenue: N-A 872 CL 570,0 - 630,0 mr/100 mn 597,6 mr/100 Mn
(BIXX)

ITpomykTsl paznoxenna: N-A 873 CL He Gonee 0,5 % <0,10%
{B3XX)

IpomyxTe! paznoxenns: N-A 1777 CL He 6onee 0,2 % <0,10 %
(BIXKX)

IpoaykTs pasnoxenun: N-AB 773 XX He 6onee 0,2 % <0,10%
(BIXX)

IIpomyKTBI pasnoKeHHA: €AVHHY HbI He 6onee 0,2 % <0,10 %
HEeBNeHTHOHLMPOBAHHDIH NpOIyKT

paznoxenus (BOXKX)

IpomykTe! pasnoxenns: cymma npoaykroe He Gonee 1 % <0,10%
paznoxerus {BOYX)

Obmee yncno a3pobuuix MukpoopranHaMob He Gonee 102 KOE/mn < 10 KOE/mn
(TAMC) (MeTonnka Eep. ®apm.)

O611ee HHCIO OPONOKEBLIX M MIECHEBBIX He Gonee 10' KOE/mn < 10 KOE/mn

rpubor (TYMC) (MeToauka Esp. ®apm.)
Escherichia coli (MeTomnka Esp. ®apm.)

O6beM conepHMOro ynakoBKH

OfBEMbl COREPKIMOrO YIAKOBOK

Orcytcrere B 1 Ma

He 6onee 1 13 50 obbemos Moxker GbITh B
Auanasore ot 91,0 a0 95,5 mn. O6beM He
MOxeT GuITh MeHbIIE 91,0 Ma

OrcytcTeHe B 1 MA

CooTReTCTRYET

Cpennnii 06beM conep* MMOTO PABEH KM “p LT W’im,

Gonpme 100,0 Mn

Ipumevanus:

OueHka: COOTBETCTBYET HOPMaM CHIEH(HKAITHHA




CepTH(HKAT COOTBETCTBHA H AHANH3A @

DELPHARM
Reims

Haspanue npoayxra: Jlasoneau cupon POCCHUHCKAS PEAEPALIMA Crpanuua: 3
IMpogykT No: 319184 Kox 3akasunka / Bepcus 702827 / 001 Jara nevarn: 27/11/18
Ne napTim/cepun 181328
Ne cepuu aHrpo: 181328
Cneundumkauns s npoBeaeHns nemitanui. .; Rlts-2156v] Hara nponssonctea: 16/10/18
IMponisoacTeeHHan cneunduxauua Ne: 83506 P330A10101 [JlaTa ucTeueHns cpoka

TOAHOCTH . . . .: 102021
Hara ananusa :27/11/18  Tlognmce
Homep anannza  :371204  KonTpons KauecTBa

Aude POITRINE
<HoanuchL>
27 nosopy 2018




Certificate of Conformance and Analysis

Product:

Customer code / Version:

Active Ingredient(s):

Article No.:

Batch/Lot No.:

Bulk Batch No:

N® of Manufacturing Authorization:

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

Certificate of Conformance

LASOLVAN Syrup

RUSSIAN FEDERATION

MARKETING AUTHORIZATION No: P ND14992/02
BOTTLE 100m)

702827 / 001

AMBROXOL HYDROCHLORIDE 30mg/5ml
Normative Document: P N014992/02-040310
319184

181328

181328

M 15/292

83506_P330AI0101

Rits-2156v1

16 2018

10 2021

79,520 UN

DELPHARM
Reims

Page: 1
Printed on:27/11/18

Certification statement:

"I hereby certify that the above information is authentic and accurate and that all the manufacturing stages
of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Tocal Regulatory 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 1n 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

Delpharm Reims
1¢ Rue Colonel Charbonneaux
51100 Reims, France




Certificate of Conformance and Analysis

DELPHARM
Relms

RUSSIAN FEDERATION
Customer code / Yersion: 702827 f 001

Product Name : LASOLVAN Syrup
Article No. : 319184

Page: 2
Printed on: 27/11/18

Batch/Lot No.: 181328
Bulk Batch No: 181328
Testing Specification . .

.1 Rlts-2156vi

Manufacturing Specification No.: 83506_P330A10101

Date of Manufacture: 16/10/1i8

Expiry Date . .

: 10 2021

Tests Specifications Results
Appearance Clear to almost clear and colourless to Conforms
almost colouriess slightly viscous
Hquid
Odour Fruity. aromatic of strawberry cream Conforms
Colour of solution Not more intensely coloured than Conforms
reference solution BS or BYS
Clarity of solution Not more opalescent than reference Conforms
suspension II 3.29 NTU
pH 2.5 - 3.5 3.0
Relative density 1.090 - 1.150 1.119
1,1191
Identification: Chloride 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: H-A 872 CL (HPLC)

153.0 - 187.0 mg/100m1
Corresponds to reference

570.0 - 630.0 my/100 ml

168.1 mg/100m?
Conforms

597.6 mg/100ml

Degradation products: N-A 873 CL NMT 0.5 % < (.10 X
{HPLE)
Degradation products: N-A 1777 CL NMT 0.2 % < 0.10 %

{HPLC)

«Canodpmn
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Certificate of Conformance and Analysis

Product Neme : LASOLVAN Syrup
Article No. .: 319184
Batch/Lot No.: 181328
Bulk Batch No: 181328
Testing Specification .

: R1ts-2156vl

RUSSIAN FEDERATION

Customer code / Version: 702827 / 001

Manufacturing Specification No.: 83506_P330AI0101

DELPHARW
Relms

Page: 3

Printed on: 27/11/18

Date of Manufacture: 16/10/18

Expiry Date . . : 10 2021

Tests Specifications Results
Degradation products: N-AB 773 XX NMT 0.2 X <0.10 %
{HPLC)

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

Degradation products: Total degradation NMT 1 & <0.10 %
products (HPLC)

Total Aerobic Microbial Count (TAMC) Not more than 10 raised to the power 2 < 10 CFU/m1
(EP Method) CFU/ml

Total combfned Yeasts & Moulds Count Not more than 10 raised to the power 1 < 10 CFu/ml

(TYMC) (EP Method)

Escherichia coli (EP Method)

Yolume of contentis

Volumes of contents

CFU/m]
Absence in !ml

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

No volume is permitted to be less than
91.0 ml

The average volume of contents is equal
to or greater tham 100.0 mi

Absence 1n 1lml

Conforms

100.4 ml

Date of Analysis ; 27/11/18
No. of Analysis : 371204

Signature
Quatity Control

Aude POITRINE
2 7 NOV. 2018
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