),
CepTuduUKAT COOTBETCTBHS M AHAJIM3A

DELPHARM
Reims
CepTrduKaT COOTBETCTBUS

Crpanura 1

Jara neyarn: 11/05/23

B 14:33:59

IIponyxkr: JIA30OJIBAH pactBop 15 mr/5 M
POCCHUICKAS ®EJEPALINSA

Perucrpammonnoe ynocroBepenue No: P N014992/03
OJIAKOH 100 mn

Kon 3aka3unka / Bepcust 845020 — 001
JeiicTBytolue BellecTBa AMBPOKCOJIA TUAPOXJIOPU/L 15 Mr/5 mn
ApTtukyn No: 322632

Ne maptun/cepun 234571

Ne cepuu Oaska: 234571

Ne JIunieH3uun npous3BoOICTRA: M 15/292

Ne Ceprudukara: 2020/HPF/FR/013
[IponsBoacTBeHHAs cieU(D)UKAIIAS: VV-QUAL-0344089 3.0
Crenundukanus ans nposenenus ucneitanmii VV-QUAL-0750147 1.0
Jara npousBojcTBa: 03 2023

JlaTa okOHUAHUS CpOKa FOJTHOCTH: 02 2026

Pasmep BeITyIIICHHOM CepuH: 79.555 E/l.

CepTudukaiinoHHOE 3asBICHUE:

«Hacrosmum noaTBep ka0, 4To BblllIeyKa3aHHas HHQOpMalys SBIsSETCS JOCTOBEPHOM M TOUHOU
U 4TO BCE ATaIlbl MPOU3BOACTBA 3TOH CepUM rOTOBOM MPOIYKIMH OBLIM BBIMOJHEHBI B MMOJTHOM
cooTBeTcTBUU ¢ TpeboBaHusIMU GMP MecTHBIX perynupyromux opranoB, EC u tpeboBaHusMu,
COJIepXKALIMMHCS B PETUCTPALIMIOHHOM YAOCTOBEPEHUH CTPAHBI/CTpaH Ha3HayeHUs. JJOKyMEeHTHI,
Kacaroluecsi MPOU3BOJCTBA, YNAKOBKM M aHaIW3a CEpUH, ObUIM MPOBEPEHbl U IPU3HAHBI
cooTBercTByomuMH TpeboBanusiM GMP. Ilo ¢akty moOBIX OTKIOHEHHI Obula NpOBEIEHA
IPOBEpPKA, BONPOCHl OBUIM 3aKpbIThl J10 BbIMycka cepur. Cepust Obula  BBINYIIEHA
YIOJTHOMOYEHHBIM JINLIOM.

VYHOJITHOMOYEHHOE JIUIIO .
H Marine VICAIRE
ITonnuce
<IIOOMNHCH>

Delpharm Reims 12 MA 2023

10 Rue Colonel Charbonneaux
51100 Reims. @pannms



Ceprudukar COOTBETCTBUS M AHAJIU3A

P

DELPHARM
Reims

Crpanuna: 2

14:33:59

Iara mpomssoactea: 30/03/23

Hasganue JIA30JIBAH pactsop 15mr/5mn  POCCUMCKAS

MPOAYKTA! OEJIEPALIA

Ipoxykt Ne: 322632 Kon 3akazunka / Bepcust 845020 — 001 [ara neuaru: 11/05/23
Ne mapruw/cepun 234571

Ne cepuu Oaska: 234571

Crenudukanus g nposenenus ucnbitanuii.: VV-QUAL-0750147 1.0 Cpok roanoctu: 02 2026
[TpousBoactBenHas cnenudukanms Ne: VV-QUAL-0344089 3.0

IToka3zaTenn Hopma PesyabTar
Onucanue IIpo3paunas wim nmoutu mpo3payHasi, CoOTBETCTBYET
OeclBeTHAs WX ITOYTH OeCI[BETHAS,
CJIETKa BSI3Kas KUIKOCTh
[lBeTHOCTH pacTBOpa HcnbiTyemsliid pacTBop okpaiieH He  COOTBETCTBYET
0oJiee MIHTEHCUBHO, Y€M 3TaJIOHLI B5
i BYS
IIpo3padHoCTh pacTBOpa OnanecueHuus UCOBITYEMOro CoOoTBETCTBYET
pacTBopa He MPEBHIIIACT 0,944 NTU
OIajeCIeHITMIO dTajaoHa 11
pH 2,8-38 3,4
OTHOCHUTENBHASA IIIOTHOCTD 0,980 - 1,020 1,003
D (20/20) 1,0034
[MomumHHOCTE: AMOpOKCONa Y®-cnekTp COOTBETCTBYET CooTBeTcTBYyET
ruapoxiopua N-A 872 CL (JIMI) CTaHIapTHOMY 00pas3ily
[MommuHHOCTH: AMOpPOKCOJIa Bpewmst ynepxxkuBanusi cOoTBEeTCTBYeT COOTBETCTBYET
ruppoxsiopus N-A 872 CL (BDXX)  crangapTHOMy o0pasity
IMogmMHHOCTE: OEH30MHON KUCIOTEI Bpewmst ynepxuBanusi cOoTBeTCTBYeT COOTBETCTBYET
(BOXKX) CTaHJIapTHOMY 00pas3ily
KonuuectBeHHOE OmpeneeHue: 285,0 - 315,0 mr/100 m 295,8 mr/100 mu
Ambpoxcona ruapoxiopun N-A 872 (95.0 - 105.0%)
CL (B2XX)
KonuyectBeHHOE OmpeneeHue: 45,0 - 55,0 mr/100 M 48,9 mr/100 mi
Oenzoitnoil kucnots! (BOXKX) (90.0 - 110.0%)
[ponyxts! paznoxenusi: N-A 873 CL  He 6onee 0,4 % <0,10 %
(BOXKX)
[Ipoxnyxts! paznoxenusi: N-A 1777 CL He 6onee 0,2 % <0,10 %

(BOXKX)



Ceprudukar COOTBETCTBUS M AHAJIU3A D‘

DELPHARM
Reims
HasBanue JIABOJIBAH pactsop 15mr/5mn  POCCUMCKAS Crpanuna: 3
MPOAYKTA! OEJIEPALIA
Ipoxykt Ne: 322632 Kon 3akazunka / Bepcust 845020 — 001 [ara neuaru: 11/05/23
14:33:59
Ne maptuw/cepun 234571 Hara npousBoactsa: 30/03/23

Ne cepuu Oaska: 234571
Crenudukanus g nposenenus ucnbitanuii.: VV-QUAL-0750147 1.0 Cpok roanoctu: 02 2026

[TpousBoactBenHas cnenudukanms Ne: VV-QUAL-0344089 3.0

IToka3zarein Hopma PesyabTar

[TpomyKTHI pa3inoKeHUs: He 6onee 0,2 % <0,10 %
N-AB 773XX (B2XX)
[TpoayKThI pa3aoKeHUs: eTUHUYHbBIN

HEHJICHTU(OUITMPOBAHHBIN IPOILYKT He 6omee 0,2 % <0,10 %
paznoxenns (BOXKX)
[IpoIyKTHI pa3IoKeHHS: CyMMa He 6omee 1,0 % <0,10 %

MPOAYKTOB pazioxenus (BOXKX)

IIpumevanust:

OI_IeHKaI COOTBCTCTBYCT HOpMaM CHGI_IPICI)I/IKB.I_II/II/I

Jara ananusa :11/05/23  Tlommuck
Howmep ananusa : 428928 Kontponp kauecTBa

Aude POITRINE
11 MAS 2023



2

Aenbcdapm Penmc

NMPUNOXEHUE K CEPTUOUKATY AHAJIU3A

(ConpoBoautenbHoe NMCbMO s JlasonsBaH pacTeop 15 mr/5 mn_2592474)

HasBanme npoayxra: JIA3OJIBAH pactBop
Howmep cepuu: 234571

GMID: 845020

Jlata mpou3BO/ICTBA: 30/03/2023

Expiry Date: 02/2026

Homep PeructpaninoHHOr0 y10cTOBEpPEHUS,

3apeructpupoBanHoro B Poccuiickoit ®eneparuu: 11 N014992/03

Hazpanne ADOU (MexayHapoaHOe): AMOPOKCOIIa THIPOXIOPUT

HazBanue nmpousBogutens ADU: bugaxem C.1LA.

Anpec npoussoaurens ADU: Strada Statale 11 Padana Superiore N8
Wranus-24040 Fornovo San Giovanni, Bergamo

[Tokazarens «MUKpPOOHOIOTHYECKAS YUCTOTa» MOXKET OTCYTCTBOBAaTh B cepTU(MKATE aHaNM3a, HO

ILaHHLIﬁ TECT MMPOBOJUTCA MUHUMYM Ha ABYX CCPUAX B I'O.

MapKI/IpOBKa B TIIOJJHOM COOTBETCTBUM C TMOCICAHUMHU YTBCPKIACHHBIMHU BEPCUAMU MAKCTOB
YIOAaKOBOYHBIX MATCPHUAIOB W HUHCTPYKIUH IO MCOAUIIMHCKOMY HNPHUMCHCHUIO. VYnakoBka B IIOJIHOM
COOTBECTCTBHHU CO CHGLII/I(i)I/IKaI_II/Ieﬁ HOpMaTHBHOﬁ JAOKYMCHTAIUU U [ICPEMCHHAA I/IH(I)OpMaI_II/ISI HaHCCCHaA

B COOTBCTCTBYIOIIHUX ITOJIAX.

I[aHHBIM JOKYMCHTOM s MOATBCPIKAAIO, YTO JaHHAd CCpUA MPOTCCTHPOBAHA IO BCEM ITOKA3aTCIISAM
Ka4ueCTBa, ICPCUYHUCICHHBIM B CHeHH(bHKaHPII/I HOpMaTI/IBHOfI AOKYMCHTAaIU (33, HCKIIIOYCHUEM
napamMeTpOB, KOTOPBIC HC KOHTPOJIUPYIOTCA Ha HpOHSBOHCTBeHHOfI IUIOMAAKE, TAKMEC KaK aHOMaJIbHasA

TOKCUYHOCTBH, UJIN TCCTHI, BBIIIOJIHACMBIC HepI/IO[II/IT-IeCKI/I)

Iloamuce/lata Marine VICAIRE
<IOAIHUCH>
12 MA 2023
Nwms:

HomxHocTh: Ynoanomouennoe auyo

Delpharm Reims - 10 rue Colonel Charbonneaux F-51100 Reims - Tel.: +33 (0)3.26.88.81.10 - Fax: 33 (0)3.26.88.81.11 Site Web: www.delpharm.com E-Mail:
reims@delpharm.com
S.A.S. au capital ce 5.022.000 €- RCS Reims 503 653 818



APPENDIX TO CERTIFICATE OF ANALYSIS

(Cover Letter Lasolvan syrup 15mg/ 5mli_2592474)

Product Name: LASOLVAN Syrup
Batch Number: 234571

GMID: 845020
Manufacturing Date: 30/03/2023
Expiry Date: 02/2026

Reference number to MA registered in Russia: P N014992/03

Name of API (INN): AMBROXOL HYDROCHLORIDE
Name of API manufacturer: BIDACHEM SPA
Address of manufacturing site:  Strada Statale 11 Padana Superiore No. 8

Italy-24040 Fornovo San Giovanni, Bergamo

The parameter “Microbiological purity” may be absent in the certificate of analysis, but this test is carried
out on at minimum 2 batches per year.

Labelling is in full compliance with the last approved version of packaging and leaflet artworks. Packaging
is in full compliance with the Normative Document specification and variable information is located in

corresponding fields.

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification (except for tests which are not controlled at the plant, e.g. abnormal toxicity, or periodically

controlled tests).

Signature/Date:

A 1
Printed Name:
Title: C\)P:n d\?e— C;fp rclease..

Delpharm Reims - 10 rue Colone! Charbonneaux | 51100 Reims  Tel.: +33(0)3.26.86.81.10 Fax 33(0)3.26.88.81 11
Site Web. www.deirharm.com E-Mail: reims.cvdeliharm.coni
S.A S. au capital ge 5.022.000 € - RCS Reims 503 653 818
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DELPHARM
Reims

Certificate of Conformance and Analysis

Certificate of Conformance
Page: 1
Printed on:11/05/23
at:14:33:59

Product LASOLVAN Solution 15mg/5mi
RUSSIAN FEDERATION
MARKETING AUTHORIZATION N°: P N014992/03

100m? - bottle

Customer code - Version: 845020 - 001
Active Ingredient(s) AMBROXQOL HYDROCHLORIDE 15mg/5ml
Article No . : 322632

Batch/Lot No.: 234571

Bulk Batch No: 234571

N° of Manufacturing Authorization: M 15/292

Certificate Number: 2020/HPF/FR/013
Manufacturing specification: VV-QUAL-0344089 3.0
Testing specification: VV-QUAL-0750147 1.0
Date of Manufacture: 03 2023

Expiry Date: 02 2026

Batch guantity released 79,555 UN

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
local 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 in 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

\ine VICAIRE

Delpharm Reims £
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name :
Article No. . : 322632
Batch/Lot No.: 234571
Bulk Batch No: 234571
Testing Specification .

LASOLVAN Solution 15mg/5m1l
Customer code - Version: 845020

RUSSIAN FEDERATION
- 001

: VV-QUAL-0750147 1.0

Manufacturing Specification No.: VV-QUAL-0344089 3.0

e,

DELPHARM
Reims

Page: 2
Printed on:11/05/23
at:14:33:59

Date of Manufacture:

Expiry Date

30/03/23

: 02 2026

Tests Specifications Results
Description Clear to almost clear and colourless Conforms
to almost colourless slightly viscous
syrup.
Colour of solution Not more intensely coloured than Conforms
reference solution B5 or BY5
Clarity of solution Not more opalescent than reference Conforms
suspension II 0,944 NTU
pH 2.8 - 3.8 3.4
Relative density 0.980 - 1.020 1.003
D(20/20) 1,0033
Identification: Ambroxol hydrochloride UV-spectrum corresponds to reference Conforms
(N-A 872 CL) (PDA)
Identification: Ambroxol hydrochloride Retention time corresponds to reference Conforms
(N-A 872 CL) (HPLC)
Retention time corresponds to reference Conforms

Identification: Benzoic acid
(HPLC)

Active ingredient content: Ambroxol
hydrochloride (N-A 872 CL)(HPLC)

Preservative content: Benzoic acid
(HPLC)

Active ingredient degradation:N-A 873 CL
(HPLC)

Active ingredient degradation:N-A 1777CL
(HPLC)

285.0 - 315.0 mg/100m1
(95.0 - 1050 %)

45.0 - 55.0 mg/100m]
(90.0 - 110.0 %)

NMT 0.4 %

NMT 0.2 %

295.8 mg/100ml

48.9 mg/100ml

< 0.10 %

< 0.10 %
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DELPHARM

Certificate of Conformance and Analysis

Reims
Product Name : LASOLVAN Solution 15mg/5ml RUSSIAN FEDERATION Page: 3
Article No. .: 322632 Customer code - Version: 845020 - 001 Printed on:11/05/23
Batch/Lot No.: 234571 at:14:33:59
Bulk Batch No: 234571
Testing Specification : VV-QUAL-0750147 1.0 Date of Manufacture: 30/03/23
Manufacturing Specification No : VV-QUAL-0344089 3.0 Expiry Date . . . .: 02 2026

Tests Specifications Results
Active ingredient degradation:N-AB 773XX NMT 0.2 % < 0.10 %
(HPLC)

Active ingredient degradation: Any NMT 0.2 % < (0.10 %

unspecified degradation product (HPLC)

Active ingredient degradation: Total NMT 1.0 % < 0.10 %
degradation products (HPLC)

Date of Analysis : 11/05/23 Signature
No. of Analysis : 428928 Quality Control

AUDE POITRINE |
11 MAI 2023




