AEKJTAPALIMSI O COOTBETCTBUUA

JEKJAPAHT, MPUHUMAIOINHAN JEKJIAPALTHIO O COOTBETCTBHUHA

AC "Canogpu Poccus”

3apezucmpuposano : Mexcpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OIPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocxkea, yn. Teepcxan, 0. 22. Tenegpon:8 (495) 721-14-00

B nuye: lenepampuuiii Qupexmop Adaman H.B.

Hoeepennoe auyo: Knoxosa 10.C., dosepennocnn 6/n om 01.12.2017

3AABJISIET, UTO

| lexapcmeennoe cpedcmeo: Jazonean madnemxu 30 me 10 wm., ynakoexu aueiixosvie KoumypHste (2), nauxu

xapmonnvte, PY Ne II N014992/01 om 16.05.2008 (dama samenw 01.08.2017) svidano AQ "Canogpu Poccus”,
cepusn 744616, napmus 68734 ynarosox, zo0en do 30.06.2022, npoussodcmea Bepunzep Huzenoxaiinm Innac

- A.E., I'peyus, Boehringer Ingelheim Ellas A.E., 5 th km Paiania-Markopoulo, Koropi Attiki, 19400, Greece,

ko0 OKII2 21.20.10.255, koo TH B3/ 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic

Ne 9085287129 om 06.04.2018

COOTBETCTBYET TPEGOBAHUSIM
11 N0O14992/01-300615 uzm. Ne 1-2

AEKJIAPAIIMS ITPUHSITA HA OCHOBAHNU
npomoxon ucnbimanui Ne 972 0 om 16.04.2018 HJI OO0 HIL "©APMOBFOPOHA", ammecmam axkpedumayuy
POCC RU.0001.21DJ140, Cepmugpuxam POCC GR.OMO8.C11689 om 16.04.2018
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CBEJEHUS O PETUCTPAIIN

OPTAH 110 CEPTH®UKAITHM, 3APETHCTPHPOBABIIHI JAEKJIAPALTHIO
RA.RU.1IDOMO8 OPTAH ITO CEPTHOHKALIHH ITPOIVKLHY OBLIECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTAFO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA"

adpec opeanuzayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, sm. 5, nom. I, xom. |1, aopec opzana no
cepmupurayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, 5, men.:(495)788-02-88, ge6-catim: OYKK. Peh.

IIEKJIAP O COOTBETCTBHHU 3APETHCTPHPOBAHA M POCC GR. DMO8.HI7905
HAT ' H 16.04.2018
/7 ff’ & ,;:'/"""j Hunenxo U.B.
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bepunrep Wnrenpxaiiv Dmnac AE I'peuus

5th km Paiania-Markopoulo
19400 Koponwu, I'penus
CEPTH®UKAT AHAJIU3A
JIA3OJIBAH TtaGaerxu 30 mr N20
Cepus: 744616
Iporssenen: 30/06/2017
Tonen mo:  30/06/2022
HJT T N014992/01-300615
IIOKA3ATEINA HOPMDI PE3YJDLTATHI
Onucanne Kpyrmme, 6enne Tabnerkn, Tapxke ¢ obeux cTopoH, col CooTeeTcrByeT
CKOILCHHEIM KpaeM; ¢ PHCKO Ha OHOI CTOPOHE M BbIAARIEHHOIN
Hannucko «67Cy BRI W HKe PHCKH;
Ha OpYrof CTOpoHe BbIABNeRa IMBIEMa KOMTIARMH
Pasmepsr (8 cootsercTsiu ¢:101
5259049R 01&78863-p5102i0103)
- IIHaAMETP 9,0-9,2 MM, onpeseneno no 10 Tabnerkam Coorsetcrayer
~ TOMIHHA 2,7-3,1 MM, onpeneneno no 10 Tabierkan CoorBercTRYET
Hoanuasocts - HeoTkoppexruponannoe BPEMSA yACPEKUBAHNA JeHCTRYIOIMErO CooTBeTCTBYET
BEINECTBA B MCCNEYEMOM PACTBOPE AOKHO OBITh TAKHM *e, UTo
H HEOTKOPPEKTHPOBAHHOE BPEMSR YACPKUBAHNA NeHCTRYOILEro
BELICCTBA B CTAHAAPTHOM PacTROpe.
- (B cooTBeTCTBHM C: 78863- - Kosppunpenr YNEPXKUBAHMKA, PA3MEDP, HHTEHCHBHOCTE B LBET CootBetcTBYET
p310an0101) AeHCTBYIOmMEro semecrsa, NONY9EHBOTO ¢ HCCAETyeMbIM
PacTBOPOM, COOTBEICTBYIOT pa3Mepy, HHTEHCHBHOCTH H uBeTy
BEIECTBE, NONYYEHHOIO CO CTAHIAPTOM.
- (B cootBercTRHH ¢: 101 5259 049R01 |- Koadppuupent YAePRHBAHNA AeHCTBYIOMIETO BEIECTBA, Coorserctayer
& 78863-p510ai0103) FOIYHMEBHOTO ¢ HCCNEAYEMbIM PACTBOPOM COOTBETCTBYET
KO3(OUINEHTY yaepkHBanns, NOIYYEHHOMY CO CTAHAGPTOM
Toreps npy BLICYMIHBAHMA He 6onee uem 5,0% 3,0
PacramaemocTs Cpennee Bpems, e Gonee tem 15 MUHYT 0:13
ConpoTuenseMocTs pasaariEanzo (5 | He menee uem 30 HutoTonos. Onpeneneno no 10 tabaetkam CooTtBercTByeT
COOTB-HH ¢:78863-p510ai0103)
Teepnocts (& cootBeTcTBUM C: 101 Cpeanee 3uavenne > 30 Huotonos CooTBeTCTBYET
5259 049R 01)
OxnopoaHocTs Macesr - Cpennee TeopeTyyeckoe: 240,0 mr. CooTBeTCTBYET
(B cootrercrBuM ¢ 101 5259 049R 0 1} |- Ilo otnensHocTH B3BEmMEBAIOT 20 0bpaznos. He Gonee 2
OTACILHBIX MACC OTKIOHAHOTCS 0T CpenHel Maccy] Gollee Yem Ha
+7,5%, M Hu oHa 13 Mace He OTKROHsETCH Dosiee weM Ha +15%.
Cpennnsa Macca Re oTKIOHSETCH OT TeopeTHUeckoH Macch Gonee
qeM Ha £5%,
Pacnian nefictsyiomero semectsa (e
cooTB-Bui ¢:10] 5259 049R 1)
-N-A 873 CL <=0,2% 0,0
-N-AB 773 XX <=0,2% He obHapyxeno
- 110 00H OTAENBLHEL HEMASHTH- <=0,2% 0,0
uLMpoBanHkI NpoxyKT pachana
- CYMMa BeeX NpoAYKTOB pacnana <=0,6% 0,0

AQ «Canogm Poccusy

Axapec: 125009, Mockea, yn. Teepekan. 22, Ten.: {4955 721-1400. dake: (495) 721-1411. Www ’, i
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bepunrep Unrenpxatim Danac AE I'penua

5th km Pajania-Markopoulo
19400 Koponu, I'penus
CEPTHU®UKAT AHAJIN3A
JIA3OJIBAH rataerxn 30 mr N20
Cepun: 744616
Ilponssenen: 30/06/2017
Ponen mo:  30/06/2022
HJI TT N014992/01-300615
TIOKA3ATEN HOPMBI PE3VIILTATHI
,FpOHYKTLI pacnaza (B COOTR-HH c:
78863-p510ai0103&78863-
p510an0101)
-N-A 873 CL <=0,2% 0,0
-N-AB 773 XX <=0,2% He obnapyxeno
- moboii oT/ensHE BRenaeHTTH- <=0,2% He obnapy:xerno
$uiMpoBaHHLIT HpoayxT pacnana
- C¥MMa BCeX NPOAYKTOE pacnaza <=0,6% 0,0
Conepxalne peficTeywmero sewectsa 28,5-31,5 mriTab. 28,7
N-A 872 CL (8 coors-uu c: 78863-
5102i0103 & 78863-p510an0101)
ABamms (B cooTe-uu ¢ 101 5259 049R 28,5-31,5 Mr/Tab. CoorBercTryer
01)
PactBopenne N-A §72 CL Bpema - 15 mum, Q:80% o8
OnHoponnocTs eansnu fosupo-Banns | TpeGosanne A (n=10). Tloxasarexns npuemnemoctn (k=2.4) e 974 %
N-A 872 CL (s coots-Bu c; 78863- Ionxken ObITH BLIEIE 15,0. 99,9 %
p510ai0103 & Tpebdosanne B (n=30). MNokasarens npuemnemoctH (k=2,0) e
78863-p510an0101) JomxeH ObITh BHIE 15,0, Hu omno 13 OTASNLHBIX 3HAYEHHH He
AOJGKHO ObITh HIbke Yen 0,75M iy BIIE uem 1,25M.
Cpennee:
Kpurepuii npuemnemoctn:
2,0

MuxkpoGuonoriveckas ancToTa (B
coors-#H ¢: 78863 p510ai0103 &
78863-p510an0101)

MuxpobHoe 3arpssHenne (B COOTB-HK
c: 101 5259 049R 01)

Obmiee koaKuecTBO a3pOBHLIX
MHKpooprannsMor (TAMC):

(B cooTr-Bun ¢: 78863-p510ai0103 &
78863-p510an0101)

KusnecnocobHkIe a3pobrble bakrepun/r (B cooTsetcTBHM ¢t 101
5259 049R 01) < 10° KOE/r

He BrinonueHo

Obwee KoMHYeCTRO NPOACKEBBIX H
TUIECHERLIX IpubKor (TYMC):

(B coot-BuY c: 78863-p510ai0103 &
78863-p510an0101)

I'puGok/r (& cootsereramn ¢: 101 5259 049R 01) <10° KOE/-

He sminonneno

Escherichia Coli:

(B cooTeercTBIm ¢: 78863-p5102i0103
& 78863-p510an0101)

(B cooTB-BMH c: 101 5259 049R oD

OTtcyreTBue B 1 1

He obuapyxusaercs

He Brimoauero

Hacroammm s yaoctosepsro, uto n
napThs/cepus npenapara Gblia M3roTo
TITOLIAAKe, B IONHOM  COOTBETCTBHM ¢ Tpe(oBanusmu Hajnexamei npomsso,ucmgﬁf’

32T

PHEECHRAA Bblle MHQOPMALUS gBIAETCS JAOCTOBREPHOH ¥ TOUHOH. Dta
BCHA, BKJHOUAS YTIAKOBKY W KOHTpPONb KayecTea, HA BBIUEYTIOMSHYTOMN

XL,

MECTHOro

AT i
Pernamenmpyfomero oprana, ® corjacHo cneuudmkaumm, NPHUREOCHHEIM B Pegél’fpauno}ﬂ{on{ YHOCTOBEPEHUH

CTpaHb-uMnopTepa. bhina nposenena peensus o6paboTky, YHAKOBKH M IPOTOKON
B PE3YNLTATE KOTOPOH OLIJIO YCTAHORBIICHO, YTO OHK cooTBeTCTBYIOT Hanneskarnest

Axpec: 123009, Mocksa. yn, Taepekas, 22, Ten.: (495) 721-1400. Qraxe: (495) 2114,

B AHATH3A

AO «Canogir Poccusy

A
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OUIBAACTBEHON Npakuke.
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SANOFI
Bepunrep Muremsxaiim Dnnac AE Fpewus
5th km Paiania-Markopoulo
19400 Koponwu, T'penuus
CEPTUOHKAT AHAJIM3A

JIA3OJIBAH Ta6nerks 30 mr N20
Cepua: 744616
Ipomssenen: 30/06/2017
Tlonewu no: 30/06/2022
HI ITN014992/01-300615

ODOKA3ZATEJIH HOPMbI PE3YJILTAThHI

Pemenne: Brmymen 08/03/2018 Ynomsomogennoe imno: Eleni Venardou dr.

AQ «Canogu Poceuar 3
Anpec: 125000, Mockea va, Taepexas. 22. Ten.: (493) 721-1400. Gare: (4951 72)-141



Certificate of Conformance

A~ Boehringer
l” IV Ingelheim

Boehringer Ingelhelm Eifas AE
5" km Paiania-Markopoulo
19400 Koropi, Greece

Reieasing Company :
Product Name :

Boghringer Ingelheim GR Koropi
LASOLVAN 30MG 20 TABLETS GUS

Batch No : 744616

BIX@Article No-version : 391016-000

Local Article No : 765301

Bulk Product Article No : 605300

Bulk Product Batch No : 744616

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 : 68734

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
0000000003/15/1

Boehringer ingelheim Ellas AE

P N 014992/01

78863-p320an0101, 78863-p330an0101
78863-p510an0101

30.06.2017

30.06.2022

| 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 Authorisation(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,

0f 03. 201 /EleniVenardou, Dr./ 1{)

Date / Name / Signature Qualified Person, Quaiithssurlanc;‘a

075-0A-W-00005-RDO1 {Version 6.0)




Certificate of Analysis (M

LASOLVAN TABLETS 30MG
Header
BATCH 744616
MATERIALNR 765301
NO OF ANALYSIS 18,110
TESTING SPECIFICATION NO 78863-p510an0iG1
MANUFACTURING DATE 30/6/2017
RELEASE DATE 8/3/2018
RELEASE TEXT RELEASED
QUALITY ATTRIBUTES
TESTS SPECIFICATIONS RESULTS
DESCRIPTION Round, white tablets, both faces fial, with
bevelled edges; one face is scored and
impressed with "67C" above and below the Conforms
seore; the other face is impressed with the
company symbol
IDENTFICATION N-A 872 CL (HPLC) The uncarrecied retention time of the active Conforms
ingredient in the lest solution must be he same
ag the uncorrected retention time of the active
ingredient in the standard sofution

IDENTFICATION N-A 872 CL {TLC) The RF value, size, intesity and color of the Conforms
actlve ingradient obtained with the test solution
corresponds to the size, intesily and color of that

" obtained with the standard
LOSS ON DRYING Not more than 5.0% 3.0
DISINTEGRATION TiIME Time, not more than: 15 min Min:0:13
Carry out the test on 6 samples. fftor? Max038
sampiles fail to comply with the requirement, 1est .
a further 12. Atleast 16 of the 18 samples
should comply.
DEGRADATION PRODUCTS (HPLC)
<= o 0
N-A8TACL 0.2% ¢,
N-AB 773 XX <={),2% Nol Delected
EACH INDIVIDUAL UNSPECIFIED <=0,7% 0,0
DEGRADATION PRCDUCT
SUM OF ALL DEGRADATION PRODUCTS <=0,6% 0,0
J{T!IE;T\C!}E INGREDIENT CONTENT N-A B72CL 28.5-31,5 maltab 297




Certificate of Analysis

@ Ingelheim

LASOLVAN TABLETS 30MG
Header
BATCH 744616
MATERIALNR 765301
NO OF ANALYSIS 18,110
TESTING SPECIFICATION NO 78863-p510anD101
MANUFACTURING DATE 30562017
RELEASE DATE 8/3/2018
RELEASE TEXT RELEASED
QUALITY ATTRIBUTES
JESTS SPECIFICATIONS RESULTS
DISSOLUTION N-A 872 CL {Paddle method / Requirement A {n=5) 08
Spectrophotomelric method) No individua! value should be less than Q+5% 38
FIME: 15 MIN (:80% Requirement B (n=12} o8
“The average should be equal to or greater than 98
0 and no individual value should be less than gg
o-15% 9
Requirement C {n=24)
The average should be equal to of greater than
Q, not more than 2 individual values should be
less than
0-15%, and no individual valug shoukd pe less
than 0-25%
Average: 98
UNIFORMITY OF DOSAGE UNITS N-ABT2CL Requirement A {n=10} Min: 97,4 %

(HPLC)

The acceptance value (k=2.4) must net be
greater than 15.0.

Requirement B (n=30)
The acceplance value (k=2.0) must not be
greater than 15.0 and no individual value is
lower than B, 75M or greater than 1.25M.

Acceptance value:

Max: 99.9 %

g VIE OEREA .
[ I




Certificate of Analysis @

LASOLVAN TABLETS 30MG
Header
BATCH 744616
MATERIALNR 765301
NO OF ANALYSIS 18,110
TESTING SPECIFICATION NO 78863-p510an0101
MANUFACTURING DATE 30/612017
RELEASE DATE 8/312018
RELEASE TEXT RELEASED
QUALITY ATTRIBUTES
TESTS SPECIFICATIONS RESULTS

MICROBIOLOGICAL QUALITY

TOTAL AEROBIC MICROBIAL COUNT 5
(TAMCY: < 10° CFu/g <10 ¢l

TOTAL COMBINED YEASTS / MOULDS

2
COUNT (TYMG): < 10° CFU/g <10 cfu

ESCHERICHIA COLI Absenceinlg Absence

COMMENTS NIA
EVALUATION RELEASED

RELEASE DATE 8312018 e

SIGNATURE ‘ { %




