AEKJIAPAIINA O COOTBETCTBHMH

JAEKJAAPAHT, TPMHUMAION W JEKJIAPAIIMIO O COOTBETCTBHN

AQ "Carnogu Poccus”

3apezucmpuposano : Meacpaiionnan uncnexyus MHC Poccuu Ne39 no 2 Mockee OI'PH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mocksa, yn. Teepcran, 0. 22. Tenegpon:8 (495) 721-14-00

B nuye: I'enepanvnorii oupexmop Adaman H B.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocms 6/m om 01.12.2017

3AABJAET, UTO
nexapemsennoe cpedcmeo: Jlasonaan, madnemy 30 m2 10 wm., ynaroexu avetixosvie KOHMYpHuIE (2), nauxu

xapmontvie, PY Ne IT NO14992/01 om 16.05.2008 (0ama samenwvr 01.08.2017) euidano AQ "Canogpu Poccun”,
cepun 844323, napmus 60325 ynaroeor, zo0en do 30.06.2023, npouseodcmea Fepunzep Huzenoxaiiv 3naac
A.E., I'peyus, Boehringer Ingelheim Ellas A.E., 5 th km Paiania-Markopoulo, Kovopi Attiki, 19400, Greece,
koo OKII2 21.20.10.255, xod TH B3/ 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic
No 9083300574 om 27.07.2018

COOTBETCTBYET TPEGEOBAHHAM

ITN014992/01-300615 usm. Ne 1-2

JEKJAPAIIMA IIPUHATA HA OCHOBAHHI

npomoxon ucheimanuil Ne 2275 & om 07.08.2018 H/I 000 HI[ "BAPMOEGPOHA", ammecmam
axxpedumayuy POCC RU.0001. 21 DJ/140, Cepmuguram POCC GR. OM08.C20181 om G7.08.2018

Crenanop C.C.
O.H.O

=
CBEJEHUSA O PETUCTPAIINN

OPTAH 110 CEPTHO®UKALIAM, 3APETUCTPHAPOBABINHN JTEKJIAPAITAIO

RA.RU. 11 OM0O8 OPIAH ITO CEPTH®HKALJHH ITPOIVKLIHH OFIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH HEHTP KOHTPOJIA KAUECTBA",

adpec opeanusayuy: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. I, adpec opeana no
cepmugurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproea, 9. 4, 3m. 5., men.:(495)788-02-88, seb-
caiim: OykK.pa.

JAEKITAPATIHA O COOTBETCTBYU 3APETUCTPHUPOBAHA M POCC GR.®OM08.009399

JATA PEI" HCTPAIII’II/I 07.08.2018

i
u,.w/ﬂ/?/ Juaenio FLB.

NOZHHCE Pyxosoaurens OC




SANOF

Bepunrep Hurenpxaiiv Danac AE Mpeuns

Sth km Paiania-Markopoulo
19400 Koponu, I'peuus

CEPTHOUKAT AHAJIU3A
JIA3OJIBAH rabaerxu 30 mr N20
Cepua: 844323
ITponseenen: 09/06/2018
I'onen no: 30/06/2023
HJI TTN014992/01-300615
TITOKA3ZATEJIH HOPMbI PE3YJIBTATHI
Onucaune Kpyraeie, 6enbe TabiieTky, TIaaKne ¢ 06eNX CTOPOH, CO CKOMEHHRIM CooTsetcTByeT
KpaeM; C PHCKOM HA OZKOH CTOPOHE M BLIAARIEHHOH HagNMCER «67C
BLIIE W HIDKE PHCKH;
Ha APYTo#l CTOpOHE BLYIZRASHA YMOIeMa KOMNIAHKH
HNoanwarocts N-A 872 CL (HPLC) |- HeorkoppekTHpoBaHHOE BpeMs YIOEPKUBAHNA NelicTByOIEro CoorsercrByeT
BEILECTBA B HCCIIEAYEMOM PACTBOPE JOMKHO BbITh TAKHM Ke, 4TO H
HEOTKOPPEKTHPOBAHHOE BPEMA YIEPKHBAHESA AEHCTRYIOIIE0
BCLIECTBE B CTAHJAPTHOM PAacTBOpE,
Homtuunocre N-A 872 CL (TLC) |- KoadduLueHT yaepHUBanKa, pasMep, HHTEHCHBHOCTD H LBET CooTBeTCTRYET
AEACTBYIINETNO BENISCTBA, [TOYYEHHOIO ¢ HCCeAYEMbIM
PacTBOPOM, COOTBETCTRYIOT PA3MEPY, MATEHCHUBHOCTH H LBETY
BEILECTRA, MONYYEHHOI0 CO CTAHAAPTOM.
IToreps npl BhICYIIHBaHKY He 6onee yem 5,0% 29
PacnagaemocTs Cpeanee spems, ne Gosiee yeM 15 Munyr 0:19
[TponyxTsl pacnaga (HPLC)
-N-A873CL <=0,2% 0.1
-N-AB 773 XX <=0,2% He obrapyxeno
- moboii oTAENbHBI HeAeHTHDH- | <=0,2% 0,0
HMpPOBARHBIH NPOAYKT pacnaia
- CYMMa BCEX APOIYKTOR pacHana <=(,6% 0,1
Copepxaine akTHBHOTO 28,5-31,5 mr/1a0. 294
HErpuanesTa N-A 872 CL (HPLC)
Pacteopenue N-A 872 CI., Bpems - 15 mun, Q:80% 98
OaHopoaHOCTL eANHM Tpebosanne A (n=10). Iokazarens npuemaemocth (k=2.4) be 97,1 %
Ao3uposanna N-A 872 CL (HPLC) | nonsen Gbith srime 15,0, 98,6 %
Tpeboranue B (n=30). MNokasatens npuemaemoctu (k=2,0) He
adomked 0b1Th Bhite 15,0, Hit 01HO M3 OTAEABLHLIX 3HAYEHNI He
ROMKHO GBITE Hike yem 0,75M unu neie wem 1,25M.
Kputepuii IpHeMIeMocTH: 1,8
MHKpODHONOTHUYECKAS YHCTOTA:
- Obinge KOMHYECTBO a3POOHEIX < 10° KOE/r <10
Mukpoopranusmos (TAMC)
- Obmee KOAMYECTBO APOXGKEBLIX K | <10? KOFE/r <10
nnecHersx rpudkor (TYMO):
- Escherichia Coli: Otcytersue B 1 1 Otreyrereyer

Hacroswpm 3 ya0cToBepsio, 4TO npyBe/ichHas Bblile HH(OPMALMA ABNSETCA NOCTOBEPHOH M TOYHON. Sra

naprus/cepus mpenapara Obina MIrOTORJICHA, BKJIOYMAs YNAKOBKY W KOHTPONb KAYecTBa, HA BRINEYNOMIHYTOM
NIOMAAKE, B MOJHOM COOTBETCTBHM ¢ Tpebobanmamu Hamnesxaledl npon3BOACTBEHHOH NPaKTHKH MECTHOIO
PernameHTUpYIOIEro Oprana, H COTMAcHO CreLM(pHKALMAM, NPUBENSHHBIM B PerucTpauuoHHOM Y/IOCTOBEPEHHH
CTpaHbi-umnoprepa. bbina nposenieHa pesusus 00paGoTKY, YNaKOBKH W HPOTOKOIOB aHANM3a ITOH NApTHH/CEpHH, B
pesynbTaTe KOTOPO# ObIIO YCTAHOBIIEHO, YTO OHM COOTBETCTBYIOT Haanesxkaluiell npoH3BOACTBEHHON NPAKTHKE.

Pemenwne: Beinyuen 28/06/2018 YnonHoMmoueHHoe nuno: Eleni Venardou dr.

AO wlunis Poccisin
Adpect 123069 Mockna, v Taeperas. 22, Teas (49353 721- 1400, dare: (495) 721-1411, www.sanolitu



Certificate of Conformance

Boehringer
m Ingelheim

Boehringer Ingetheim Ellas AE
5™ km Paiania-Markopoulo
15400 Koropi, Greece

Releasing Company :
Product Name :

Boehringer Ingelheim GR Koropi
LASOLVAN 30MG 20 TABLETS GUS

Batch No : 844323

BIX@Article No-version : 391016-000

Local Article No : 765301

Bulk Product Article No : 605300

Bulk Product Batch No : 844323

Active Ingredient (name, amount}: Ambroxol Hydrochloride, 30mg/tab
Dosage form : Tablets

Type of primary package : Alu/PVC blister

Package size : 20 Tablets

Quantity of packaged units : 60325

importing Country :

Packaging site :

Manufacturing Authorization No :
Manufacturing site :

Marketing Authorization No :
Manufacturing Specification :
Testing Specification :

Date of Manufacturing :

Date of Expiry :

Certification Statement:

Russian Federation
Boehringer Ingelheim Ellas AE
0000000003/18/1
Boehringer Ingelheim Ellas AE
P N 014992/01
78863-p330an0101
78863-p510an0101
09.06.2018

30.06.2023

I hereby certify, that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU, and the requirements of the Marketing Authaorisation(s) of the
destination countries. The batch processing, packaging and analysis records have been reviewed and found to be in
compliance with GMP. Any deviations have been assessed prior to batch release. The batch has been released by a
Qualified Person, as signed below.

Notes:

Sanofi GMID: 652974.

e Ot g 8 / Eleni Venardou, Dr. / /‘/(})/{/7

Date / Name [/ Signature Qualified Person, Quality Assurance

079-QA-W-00005-RD{1 (Version 6,0)



Certificate of Analysis

@ Ingelhezim

LASOLVAN TABLETS 30MG

Header
BATCH 844323
MATERIALNR 765301
NO OF ANALYSIS 18,473
TESTING SPECIFICATION NO 78863-p510an0101
MANUFACTURING DATE 9/6/2018
RELEASE DATE 26/6/2018
RELEASE TEXT RELEASED
QUALITY ATTRIBUTES
TESTS SPECIFICATIONS RESULTS
DESCRIPTION Round, white fablets, both faces fiat, with
bevalled edges; one face is scored and
impressed with "67C" above and below the Conforms
score; the other face is impressed with the
company symbol
IDENTFICATION N-A 872 Cl_ (HPLC) The uncorrected retention time of the active Conforms
ingredient in the test soluticn must be the same
as the uncomectad refention time of the active
ingredient in the standard solution
IDENTFICATION N-A 872 CL (TLC) The RFf value, size, inlesity and cofor of the Conforms
active ingredient obtained with the tes! solution
comesponds e the size, intesity and color of that
obtained with the standard
1L.OSS ON DRYING Not more than 5.0% 29
DISINTEGRATION TIME Time, not more than: 15 min Min0:19
Carry out the test on 6 samples. If 1or 2 Max:0:35
samples fail 1o comply with the requirement, lest o
a further 12 At least 18 of the 18 samples
should comply.
DEGRADATION PRODUCTS {HPLC)
= Iy
N-AB73 CL =02t 0
N-AB 773 XX <=0,2% Noi detected
EACH INDIVIDUAL UNSPECIFIED <=0,2% 0,0
DEGRADATION PRODUCT
SUM OF ALL DEGRADATION PRODUCTS <=0,6% 0.1
ACTIVE INGREDIENT CONTENT N-A 872 CI. 26.5-31,5 mgAab 204

{(HPLC)
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Certificate of Analysis

@ b

LASOLVAN TABLETS 30MG

Header
BATCH 844323
MATERIALNR 765304
NO OF ANALYSIS 18,473
TESTING SPECGIFICATION NO 78863-p510an0101
MANUFACTURING DATE 9/6/2018
RELEASE DATE 28/6/2018
RELEASE TEXT RELEASED
QUALITY ATTRIBUTES
TESTS SPECIFICATIONS RESULTS
DISSCLUTION N-A 872 CL (Paddie methed f Reguirement A {n=6)
Spectropholometric method) Na individual value should be less than Q+5% gg
TIME: 15 MIN Q:80% Requirement B (n=12) o8
The average should be equal tc or greater than a7
Q and no individual value should be less than g;
Q-15%
Reguirement C {n=24)
The average should be equal 1o or greater than
Q. not more than 2 individual values should be
iess than
Q-15%, and no individual value should be less
than Q-25%
Average: 48
UNIFORMITY OF DOSAGE UNITS N-A 872 CL Requirement A (n=10) Min:97,1%
(HPLC) The acceptance value (k=2.4) must not be Max:98.6%
greater than 15.0.
Requirement B (n=3¢)
The acceptance vaiue (k=2.0) must not be
greater than 15.0 and no individual valug is
lower than 0.75M or greater than 1.25M.
Acceptance vaiue: 18

2ol



Certificate of Analysis @ b

LASOLVAN TABLETS 30MG

Header
BATCH 844323
MATERIALNR 765301
NQ OF ANALYSIS 18,473
TESTING SPECIFICATION NO 78863-p510an0101
MANUFACTURING DATE 916/2018
RELEASE DATE 28/6/2018
RELEASE TEXT RELEASED
QUALITY ATTRIBUTES

TESTS SPECIFICATIONS RESULTS

MICROBIOLOGICAL QUALITY

TOTAL AEROBIC MICROBIAL COUNT 3 .
(TAMC): < 407 CFUfg <10 Clu
TOTAL COMBINED YEASTS ! MOULDS

2
COUNT (TY8C}: < 10° CFU/g <10 Cfu

ESCHERICHIA COLE Absencein i g Absence

COMMENTS N/A
EVALUATION RELEASED
RELEASE DATE 28/8/2018

SIGNATURE ch TRl oo | 1208 ooy

Jof3



