JAEKJIAPAIISA O COOTBETCTBHHU

JAEKJIAPAHT, IPHHUMATOHIHI JEKJIAPAITHIO O COOTBETCTBUH
AO "Canoghu Poccun”
Caedenus o pecucmpayuu opzanusayuu: Mexcpationnan uncnexyus Pedepanbioii Hanozo6owd cayxcber Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.
Aopec: 125009, 2. Mocxea, yn. Teepcxas, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepansnutii oupexmop Monoc O.A.
Hogepenroe auyo: Cmenanoe C.C., dosepenrocms 6/ om 01.12.2017

3ASIBJISAET, UTO

nexapcmesennoe cpedcmso. Jlazonean, cupon 15 m2/5 mn 100 mn, praxorv: memnozo cmexna (1), 8 komnaexme ¢
Meprbim cmaxanyukom (1), nauxu kapmonnsie, PY Ne IT N014992/03 om 07.08.2008 (0ama 3amenbi
01.08.2017) svidano AQ "Canoghu Poccus”, cepus 190768, napmusn 78400 ynaxosox, 200er do 01.06.2022,
npouzeodcmea Henoapm Peiime, Opanyus, Delpharm Reims, 10 rue Colonel Charbonneaux 51100 Reims,
France, xod OKITH2 21.20.10.255, xod TH B3/ 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010,
ungotic Ne 9085342627 om 02.08.2019

COOTBETCTBYET TPEBOBAHHUSIM
1T N014992/03-180314 usm. Mo 1-4

JEKJAPAIIUSA ITPHHSATA HA OCHOBAHHH
npomoxon ucnvimanuii Ne 25300 om 20.08.2019 HJT OO0 HI| "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC FR.PM08.C46464 om 20.08.2019

WW&;‘:{H JEKJIAPAITMH 20.08.2019
TAPALTHS f@ﬂCTBI/ITEJ]LHA 710 01.06.2022
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OPT'AH 10 CEPTH®UKAIIUY, 3APETHCTPHPOBABIIHUH NEKJIAPAITHIO

RA.RU. 11®MO8 OPTAH 10 CEPTHOHKALIHH [IPONYKIHH OBIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH JEHTP KOHTPOJL KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. 1, xom. I, aopec opzara no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxx.pg.

JEKJAPAIIUA O COOTBETCTBHUH 3APETUCTPHPOBAHA N POCC RU ,lI-FR DOM08.A.33797/19
|« ATA PETUCTPALIAN 20.08.2019
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CepTiduiar cooTBeTCTEIA HaARANN3A

DELPHARM
Reims
Cepruduxar coorercTBus
Crpannna 1
Hara negarn: 3/07/19
Mpoayxr: Jlasoneak cupon
POCCHIICKAS GEIEPALIUA
Peructpanionnoe ynocrosepenne Ne: P N014992/03
PJAKOH 100 Mn
Koz 3akasyuka / Bepcus 702821 - 002
HelicTByiomue peinecTra AMEPOXCOJIA THAPOXJIOPU]T 15 MI/5 Mn
Hopmatuprriii nokyment: P N014992/03-180314
Iponykr Ne: 319183
Ne naprun/ceprn 190768
Ne cepun anrpo: 190768
Ne PeryctpaitonHoro Y0cToBepéa: M 15/292
IlponssoncTeennas cneundukanus: 83505_P330A10101
Cneuuduxanma Ans nposeseHna HOMBITAHMI Rits-2809v2
Hara npousBoncTea: 06 2019
HlaTa OKOHYAHHA CPOKA FOAHOCTH: 06 2022
Pasmep sreimymienHoi cepuu: 80.010E].

Cepruduxauuonsoe 3aspienue:

«HactrosumM nogTBepKHald, YTO BEINEYKA3AHHAS HHpopMalug ABNAETCS AOCTOBEPHOH M
TOYHOH M YTO BCE 3TAMBI IPOU3BOJICTBA JTOM CEPHH IOTOBOH NPOAYKUHH OBUIM BHINOAHEHE] B
TIONHOM  COOTBETCTBHH ¢ TpeboBaHKAMH GMP MecTHBIX perynmpyiommx oprasos, EC u
TpeOOBAHHAMH, COZEPKAIMMHUCS B PETHCTPALHOHHOM ~ YAOCTOBEPEHHH  CTPAHBY/CTpaH
HasHaueHus. JIOKYMEHTBI, KacarolMecs MNpPOM3BOACTBA, YIIAKOBKH H AHANH3A cepuH, OpuTH
MPOBEPEHLL H  NpPU3HAHBL COOTBETCTBYIOLIMMH TpeGoBanmaM GMP. [lo ¢akty mobeix
OTKJIOHEHHH OBUIAa NpOBENIeHa [POBEPKA, BOMPOCH GLUTH 3aKpHITHL 10 BhITycKa cepun. Cepus
ObU1a BROTYINEHA YIIOTHOMOYEHHBIM JIHLIOMY.

YNoaHOMOYEHHOE RHLo
Moannce <ROHNHCH>
Delpharm Reims 04 .07. 2019

10 Rue Colonel Charbonneaux
51100 Reims. ®pantng




CepTH(NKAT COOTBETCTBHSA H AHATHIA

Ha3panue nponyxra: Jiazonsa cupon

INpomykT Ne: 319183
Ne napTun/cepuu 190768
Ne cepuw anrpo: 190768

Cneunduxaims 1 nposeneHns HenmTanuil. .; Rlts-2809v2
Iponssoncteennas cneunpuranmns Ne: 83505 P330A10101

Koa 3axa3unka / sepcun 702821 / 002

o

DELPHARM
Reims

POCCHHCKAA ®EJEPALIMSA Crpannua: 2

Hata neuats: 3/07/19

Hara npoussonctea: 14/06/19
HaTta ncrevennn cpoka

FOOHOCTH . . . .: 06 2022

Toxasarens Hopma PesyneTar
Omiscanue TIpo3paunbtii WK NOYTH Mpo3pauHBLL, CooTsercTByeT
GecumeTHLIH MW moyTk GecBeTHLE, cnerka
BA3KHH pacTBOp
3anax PPYKTOBELH, C APOMATOM JIECHLIX ATOL CootsercTRYET
{1eeTHOCTE pacTBOpa Hcmityemeiii pactsop oxpamen He Gonee CootsetcTBYET
HHTEHCHBHO, 4eM 5TaloHk! BS unu BYS
Ipo3spagsocTh pacTeOpa OnanecueHuma HereITyeMoro pacteopa He  COOTBETCTBYET
NpEBHIAET ONANecUEHUMIO 3TanoHa 11 0,503 NTU
pH 2,5-3,5 3,0
OTHOCHTENbHASA TUIOTHOCT 1,000 - 1,150 1,117
1,1167
TopnuuHOCTE: XopHaa TonoxurensHo CootsercTyer
Toonuunocte: N-A 872 CL (TCX) CoorsetcTByeT cranaapTHOMy 06pasiy CootsetcTBYyET
INonnnuuocTs: Gensolinoli kucnotsl (TCX)  CooTBeTCTBYET CTaHZAPTHOMY obpasiy CooTpeTcTBYET
TNonnusnrocTs: Gensoittolt kucnotst (BIXKX) CootsetcTayer cranapTHoMy obpasuy CooteercTBYET

KommecTsenHoe onpenenehue: Genzoiinoit  153,0 - 187,0 Mr/100 mMa

165,8 Mr/100 ma

kncnoTsl (BIXKX)
HNommuanocts: N-A 872 CL (BIXX) CooteeTcTBYET CTaHAAPTHOMY O6pasity CooTeeTcTBYET
KonuaecteeHnoe onpeaenenne: N-A 872 285,0 - 315,0 MI/100 mn 294,0 Mr/100 mn
CL (B3XX)
Ipoayxrul paznoxkenns: N-A 873 CL He 6onee 0,5 % 0,10%
{B2XX)
HpomyxTe! pasnosenns: N-A 1777 CL He 6onee 0,2 % <0,10%
(BOXX)
IponykTe! pasnoxenus: N-AB 773 XX He 6onee 0,2 % <0,10%
{BIXX)
TpomyxTsl pasnoxeHus: e AHHHYHLIH He 60nee 0,2 % 0,12%
HEeHAECHTHOHUHPOBAHHLIH TPOAYKT
pasmoxenus (B3XX)
IIpomykThl pasnoxenust: cymma npoayktos He Gonee 1 % 0,22 %
paznexenus (BIXX)
O6neM coaepxHMOTO YIIaKOBKH He Gonee 1 u3 50 o6nemoB MoskeT GbiTh B CootsercTBYET
ouanasoHe ot 91,0 ao 95,5 ma. O6bem He
MomeT ObITh Menbwe 91,0 M
O6beMEl COTEPKHMOro YIIaKOBOK Cpentuit 06eM COREPKUMOro PABEH HIK 100.7 Mn
Gonsme 100,0 mn
Tprmedanus:
OueHka: COOTBETCTBYET HOPMaM CrielMpUKALUMH
ﬁa'ra aHanusa 3/07/19 Tlonnuce g _
OMep aHanM3a 1379882 KouTtpons kavectsa &&
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Certificate of Conformance and Analysis

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:

Batch gquantity released:

Certificate of Conformance

LASOLVAN syrup

RUSSTAN FEDERATION

MARKETING AUTHORIZATIOK No: P N014992/03
100m1 bottle

762821 - 0oz

AMBROXOL HYDROCHLORIDE 15M&/SML
Normative gocument: P N014992/03-180314
319183

190768

190768

M 157292

45121

83505_P330A10101

Rlts-2809v2

66 2019

06 2022

80,010 LN

DELPHARM
Reima

Page: 1
Printed on:3/07/19

Certification statement:

"1 hereby certify that the above informaticn is authentic and accurate anc thit 211 the manufecturing stages
of this batch of finished product have been carriec out in fuld compliance with the GHP requirements of tne
local Regulatory Authority. the EU and with the reguirements 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 deviations have been assessed 2nd ciosed prior to batch release

The batch has been released by a Qualified Person”.

Qualitied Person 3'—\. A
Signature ; Gh(ﬂ-)sg
s Ky
{ ja

Delpharm Reims
10 Rue Ceionel Charbonnesux
51100 Reims, france
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Certificate of Conformance and Analysis

DELPHARM

Relms
Product Neme : LASOLVAN syrup RUSSTAN FEDERATION Page: 2
Article No. .: 319183 Customer code - Version: 702821 - 002 Printed on: 3/07/19
Batch/Lot No.: 190768
Bulk Batch No: 190768
Testing Specification . . .: Rlts-2809v?2 Date of Manufacture: 14/06/1¢
Banufacturing Specification No.: 83505_P330AI0101 Expiry Date . . . .: 06 2022
Tests Specifications Results
Appearznce Clear to almost clear & colourless to Conforms
atmost colourless slightly viscous
syrup
Odour Fruity. aromatic of woodberry Conforms
Colour of solution Het more intensely coloured Umﬁ the Conforms
reference solution BS or BYS
Clarity of solution Hot rore opalescent than reference Conforms
suspension [1I 0,503 NTU
pH 2.5 - 3.5 3.0
Relative density d(20/20) 1.090 - 1.150 1.117
1,1167
Identification: Chioride 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) 183.0 - 187.0 mg/100m? 165.8 mg/100m1
Identification N-A 872 CL (HPLC) Corresponding to standard Conforms
Assay: N-A 872 CL (HPLC) 285.0 - 315.0 mg/100 ml 294.0 mg/100m1
Degradation products; W-A 873 CL NKT 0.5 2 0.10 ¥
(HPLEC)
Degradation products: N-A 1777 CL NMT 0.2 3 <0.10 %
{HPLC)
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L .
Certificate of Conformance and Analysis =
DELPHARM
Reims

Product Name : LASOLVAN syrup RUSSIAN FEDERATION Page: 3
Article No. .: 319183 Customer code - Version: 702821 - po2 Printed on: 3/07/19
Batch/tot No : 190768
Bulk Batch No: 150768
Testing Specification . . : Rlts-2809v2 Date of Manufacture: 14/06/19
Manufacturing Specificztion No.: 83505_P330A10101 Expiry Date . . . .: 06 2022

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

Degradation products: Any unspecified HMT 0.2 % 012 %

degradtion product (HPLC)

Degradation products: Tota' degradation NMT 1 % 0.22 ¢
products (HPLC)

Volume of contents (100 ml} NMT 1 in 50 volumes is permitted to be Conforms
in the range 91.0 & 95.5 ml
No volume is permitted to be less than

91,0 m
Votumes of contents (100 m1) The average is »>= 100.0 m 100.7 mt
Remarks:
Evaluation: Conforms with Specifications
Date of Analysis : 3/07/19 Signature
No. of Analysis . 379882 Quality Control
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