JAEKJIAPAIIUS O COOTBETCTBHUHA

JEKJIAPAHT, TIPHHUMAIOIHI JEKJAPAIIMIO O COOTBETCTBHH

AQ "Canoghu Poccus”

Ceedenus o pezucmpayuu opzanwsayuu; Mexcpationnas uncnexyua @edepanvroti Hano2060i cayxnchvr Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepcasn, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvunii Oupexmop Mownoic O.A.

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

3ASABJISIET, UTO
Rexapcmeennoe cpeocmeo: Jlazonsan, cupon 15 m2/5 mn 100 ma, raxonst memrnozo cmexaa (1), 6 xomnrexme ¢

MepHbim cmaxaryuxom (1), nauxu xapmonneie, PY Ne IT N014992/03 om 07.08.2008 (0ama 3amenbi
01.08.2017) evidano AO "Canogu Poccus", cepun 191048, napmusa 75600 ynaxoeox, 200en do 01.08.2022,
npouzeodcmaa Jenvgpapm Petimc, @panyua, Delpharm Reims, 10 rue Colonel Charbonneaux 51100 Reims,
France, / Jeavghapm Peiime, @panyus, Delpharm Reims 10 rue Colonel Charbonneaux, 51100 Reims, France,
k00 OKIIZ2 21.20.10.255, koo TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic
Ne 9085351474 om 24.10.2019

COOTBETCTBYET TPEBOBAHHUAM
I N014992/03-180314 uzm. Ne 1-4

JEKJAPAIIMA ITPUHATA HA OCHOBAHHMH
npomoxon uchormarnui Ne 1968u om 11.11.2019 HJI 000 HIL] "®APMOBOPOHA", ammecmam
axxkpedumayuu POCC RU.0001.21 D140

IIATA IIPHHHTHH JAEKJIAPAIIUH 22.11.2019
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K CBEJEHMSI O PETUCTPALIMY

OPTAH I10 CEPTH®HKAIIUH, 3APETHCTPHPOBABIIHH JEKJAPALIAIO

RA.RU.11OMO8 OPTAH 110 CEPTH®HKALIHH ITPONYKI[HH OBI]ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xam. 1, adpec opeana no
cepmucpurayuu. 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caim: oykr.pg. '
JEKJIAPAITHS O COOTBETCTBHH 3APETUCTPHPOBAHA M POCC RU /I-FR.®PM08.A.46279/19
% WE{PAHHH 22,11.2019

JHugenxo H.b.
PykoBomurens OC
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CepTHNKAT COOTBETCTBAR M aHATNIA e

DELPHARM
Reims
CepTH)HKAT COOTBETCTBHS
Crpannua 1
Jara negaru: 16/09/19
Mpomyxr: Jlasonsan cupon
POCCHICKAS ®EIEPALIAA
Peructpanuonnoe yaoctosepeHne Ne: P N014992/03
PJIAKOH 100 M
Koz 3akasunka / epcus 702821 - 002
Jelicteylomue semecTna AMEPOKCOJIA THAPOXJIOPHUL, 15 Mr/5 Mn
HopmatheHeil goxyment: P N014992/03-180314
Tpomyxr Ne: 319183
Ne naprui/cepun 191048
Ne cepun anrpo; 191048
Ne PerHCTpalHOHHOIO Y AOCTOBEPEHMA: M 157292
INponsponcTeenHan cneuubHKaL: 83505_P330A10101
Cnemiduxauys ans NpoBeaeHMs HCIILITAHMI Rlts-2809v2
Jara npou3sogcTaa; 08 2019
Jata OXOHYaHHA CPOKE MOZHOCTH: 08 2022
Pasmep BeimyImeHHOM cepHn: 78. 632 ELL.

CepTuduKallOHHOE 3a5BICHHE:

«HacrosmyM monTBepiialo, 4TO BHOUEYKa3aHHAS MHQOpMAlMs ABIAETCA JOCTOREPHOH M
TOYHOM W YTO BCE 3TANEl IPOM3BOACTBA 3TOM CEPHH TOTOBOH IPOAYKUMM OBLTH BEUIONHEHH B
NOJIHOM COOTBETCTBHH ¢ TpebosanusMu GMP MecTHRIX perynupywomux opra€os, EC M
TpeOOBAHUAMH, CONCPXAIHMHCA B  PErHCTPAaMOHHOM  YIOCTOBEPEHHH CTPAHBY/CTpaH
HasHayeHHA. JIOKYMEHTHI, KacalOliMecs IpOM3BOACTBA, YNAKOBKM H AHATM32 CEpHMH, OLUIM
NpPOBEPEHEI W INpPHU3HAHBI COOTBETCTBYIOMMH TpeGoBanuaM GMP. Ilo ¢akry mobrx
OTKJIOHeHHH ObUla NpoBeneHa IpoBepKa, BONPOCKH OBLTM 3aKPHITHL 10 BhOIycka cepHH. Cepus
ObUIa BEINMYMLICHA YTIOTHOMOYEHHEIM JIMIIOMY,

VY nonroMO4eHHOE MU0 Julie DUNTZE
Tloamuck <HOANHCL>
Delpharm Reims 17 .Cen. 2019

10 Rue Colonel Charbonneaux
51100 Reims. ®pampis
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CepTHidHnkaT COOTBETCTBMS H AHANIN3A !
DELPHARM

Reims
Ha3ganue npoxyxra: Jlasonsau cupon POCCUHACKAS CEOEPAITNA Crpannua: 2
Tponykr Ne: 319183 Kon 3akasyska / Bepcua 702821 / 002 Hara newatu: 16/09/19
Ne napTun/cepun 191048
Ne cepun anrpo: 191048
Cnetmdukanns ang NpoBefeHUA HCTLITAHHMIL .; Rits-2809v2 Jara npouzsoacrea: 02/08/19
TponssoacreeHHas cnemidukaiua Ne: 83505_P330A10101 Jlara ucTeuenns cpoxa

TOJOHOCTH . . . .: (18/2022

Mokasarens Hopma Pesysnbrar
Omicanne TNpo3pagrbiit Wik nouTH Npo3pauHLi, CootBercTByeT

GecuseTHbI WAK noaTH GecuBeTHBIN, cierka
BA3KMI] pacTBOp

3anax PpyKTOBBILL, ¢ ApOMATOM NECHBIX A0 CooTBeTCTBYET
LiseTHocTs pacTBOpa HenbiTyembii pactsop oxpamen ne Gonee CooTBercTBYET

HHTEHCHBHO, 4eM 3tanolm B5 wm BY5
HpospaynocTs pacTeopa OnanecueHnus HCMHTYEMOTC pacTBopa He  COOTBETCTBYET

TIPEBBIIIAET ONaecueHIIO 3TanoHa I1 1,89 NTU
pH 2,5-35 3,0
OTHOCHTENBHAS TUTOTHOCTE 1,090-T1,150 S8

1,1179

TlomIMHHOCTE: XNopHIa Tonoxnrensno CooTeeTcTBYET
TloanunuocTs: N-A 872 CL (TCX) CooteeTcyByeT cranrapTHOMY o6pasity CooTrercTRyer
HNoamunocTs: 6enzoiiHoi kuenote (TCX) CootsetcTByer crannapTHoMy o6pasty CooreercTRYET
Tonmnnocts: Gensoitnoit kncnotsl (BIXKX)CoorsercTayer CTaHAApTHOMY ofbpasiyy CooTtBetcTByeT
Komuectsennoe onpeaenenue: Genzoinoit  153,0 - 187,0 Mr/100 M 165,1 Mr/100 Mn
kHenoTel (BOX(X)
TloanunHocTs: N-A 872 CL (BIXX) CooTeercTBYET CTanmapTHOMY ofpasiy CooTsercTBYET
Konyuectsennoe onpenenenue: N-A 872 285,0 - 315,0 Mr/100 mn 294,2 mMr/100 mn
CL (B2XX)
Tlpomyxre paznoxenua: N-A 873 CL He Gonee 0,5 % <0,10 %
(B3XKX)
Tpoaykre! pasnoxenus: N-A 1777 CL He 6onee 0,2 % <0,10%
(BOXX)
IpomyxThl pasnoxenun: N-AB 773 XX He bonee 0,2 % <0,10%
(BIXX)
TIpORYKTH paznoXeHNHa: eIMHHIHBIH He tonee 0,2 % 0,12%
HeHASHTH(HIHPOBAHHBIA NMPOAYKT
pasnoxeHua (BOMX)
TlpoxyxThi pasnoxenus: cymma npogyxtor  He Gonee 1% 0,12%
pasnoxenns (BIXX)
O6BeM COIEPKIMOro YNakoBKH He Gonee 1 u3 50 o6vemoB MoxeT GHITH B CootBeTcTRBYET

auanasone ot 91,0 go 95,5 Ma1. O6beM He
MOeT OLITh Menbine 91,0 mn

OBbeMbI CONEPKHIMOro YNakoRoKk Cpeannit 06beM conepiEMOro paBeH Uy 100.9 mx
Somsime 100,0 mn

Ipumeqanm:

OueHKa: COOTBETCTBYET HOpMaM creludhHKa LA

JHarta ananuza : 16/09/19 TTonmuck
Homep ananusza 1382399 Konrponb xauectsa
Aude POITRINE
<OANACHL>

16 Cen 2019




Certificate of Conformance and Analysis

Product:

Customer code - Version:

Active Ingredient(s):

Articie No.:

Batch/Lot No.:

Buik 8atch No:

N*® of Manufacturing Authorization:

EudraGMDP Document Reference No. -

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

Certificate of Conformance

LASOLVAN syrup

RUSSTIAN FEDERATION

MARKETING AUTHORIZATION No: P N014992/03
100m7 bottle

702821 - 002

AMBROXOL HYDROCHLORIDE 15MG/SML
Nnr@at1ve document; P Npl4992/03-180314 -
319183

191048

191048

M 15/292

45121

83505_P330A10101
R1ts-2809v2
08 2019

08 2022

78,632 UN

&

Page: 1
Printed on:16/09/19

Certification statement:

"I hereby certify that the above information is authentic and ac

of this batch of finished

curate and that all the manufacturing stages
product have been carried out in ful) compliance with the GMP requirements of the

lTocal Regulatory Authority. the EU and with the requirements of the Merketing 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 deviations have been assessed and closed prior to batch releast

The batch has been released by a Qualified Person™.

Qualified Person
Signature

Deipharm Reims

q
10 Rue Colonel Charbonneaux &

51180 Reims, France




Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup RUSSIAN FEDERATION
Article No. : 319183 Customer code - Version: 702821 - 002
Batch/Lot No.: 191048

Bulk Batch No: 191048

Testing Specification . .; Rits-2809v2

DELPHARM
Reims

Page: 2
Printed on: 16/098/1%

Date of Manufacture: 2/08/19

Manufacturing Specification No.: 83505_P330A10101 Expiry Date . 08 2022
Tests Specifications Resuits
Appearance Clear to almost ctear & colourless to Conforms
almost colourless slightly viscous
syrup
Odoor Fruity, aromatic of woodberry Conforms
Colour-of solution Not more fntensely coloured than the Conforms
reference solution BS or BYS
Clarity of solution Not more opalescent than reference Conforms
suspension Il 1,89NTY
pH 2.5 - 3.5 3.0
Relative density d(20/20) 1.090 - 1.150 1.118
1.1179
Identification: Chloride Positive Conforms
Identification: N-A 872 CL (TLC) Corresponding to standard Conforms
Identification: Benzoic Acid (TLC) Corresponding to standard Conforms
Identification: Benzoic acid (HPLC) Corresponding to standard Conforms
Assay: Benzoic acid (HPLC) 153.0 - 187.0 mg/100m) 165.1 mg/100m)
Identification N-A 872 CL (HPLC) Corresponding to standard Conforms
Assay: N-A 872 CL (HPLC) 285.0 - 315.0 mg/100 m 294 .2 mg/100m)
Degradation products: N-A 873 CL NMT 0.5 X <{0.10 %
(HPLCY
Degradation products: N-A 1777 CL NMT 0.2 & <0.10 %

(HPLL)




Certificate of Conformance and Analysis

Product Name : LASOLVAN syrup RUSSTAN FEDERATION
Article No. : 319183 Customer code - Version: 702821 - ooz
Bateh/Lot No.: 191048

Bulk Batch No: 191048

Testing Specification . : Rlts=-2809v2

DCELPHARM
Reims

Page: 3
Printed on: 16/09/19

Date of Manufacture: 2/08/19

Manufacturing Specification No.: B3505_P330A10101 Expiry Date . . . .: 08 2022
Tests Specifications Results
Degradation products: N-AB 773 XX NMT 6.2 2 <0.10 %
(HPLC)
Degradation preducts: Any unspecified NMT 0.2 % 0.12 %
degradtion product (HPLC)
Degradation products: Total degradation NMT 1 % 0.12
products (HPLC)
Volume of contents (100 m)) NHT 1 in 50 volumes is permitted to be Conforms

in the range 91.0 & 95.5 m)

No volume is permitted to be less than

91.0 ml
Volumes of contents (100 ml) The average is »= 100.0 ml 100.9 mi
Remarks:
Evaluation: Conforms with Specifications
Date of Analysis : 16/09/19 Signature
No. of Analysis : 382399 Quality Control

Aude POITRINE/
Ir v
16 SEP, 2019
L =]




