CepTuduKkaTt COOTBETCTBHS U AaHAJIHU3A

IIponyxr:

Kon knuenta-sepcust

AKTUBHBIN(€) MHTpETUCHT(BI)

Aptukyn No:

Cepus/TTaptus Ne:

Howmep HepacdacoBaHHO# cepui:
IIpousBoacTBeHHas nuLeH3Ms No:
EudraGMDP ccrinka Ne
IIpousBoacTBeHHAS CIEHU(DUKAIIHS:
Criennukanysi Ha TECTUPOBAHUE:
Jara mpousBoacTaa:

JlaTa uctedeHus cpoka TOJHOCTH:

KommaectBo BBITYIICHHBIX CAWHUL] CCPUM:

Ceptudukat COOTBETCTBHS

JIA30JIBAH MAKC xancynsl IpoJI0OHTHPOBAaHHOTO
neiicteus 75 mr — POCCUMCKA ST ®EIEPALAS
PETUCTPALIMOHHOE YIOCTOBEPEHUE Ne:
JIT1-003519

10 BJIMCTEPOB

785066 — 002

AMBPOKCOJIA THJIPOXJIOPHL 75 MI'/
KATICYJIA

320909

101580

101580

M 15/292

71582

87025 P330AK0101

101 5509 049R-08 (15/10/2010)
02 2021

01 2024

110.831 ex.

%,

DELPHARM
Reims

Crpanuna: 1
Pacnieuarano: 31/05/21
B 12:44:33

3asBieHne 0 cepTH(UKAIUY:

«HacrosimuMm 51 moATBEpiKAAl0, 4TO BCS HMH(OpMANMs, yKa3aHHas BbIIIE, SBISIETCS JOCTOBEPHOW M TOYHOM M 4YTO BCe
MPOM3BOJICTBEHHBIE ATANBI JUIsl IAHHOHW CEPHH TOTOBOTO MPOJYKTHI BHIIIOJIHEHBI B TIOJIHOM COOTBETCTBHH ¢ TpeboBaHusmMu GMP
JokanbHOro Perymsroproro oprana EC u ¢ TpeGoBanmsMu PerucrpanuonHoro(blx) ymocToBepeHHs(Mid) cTpaHbl/CTpaH
Ha3Ha4YeHMs. 3alliCH IO YIAKOBKE M KOHTPOJIO KayecTBa OBLIM MPOBEPEHHI M NMPHU3HAHBI COOTBETCTBYIOIIMMH TPEOOBaHMAM
GMP. JIro0bIe OTKIIOHEHHS OBLIH OIICHEHBI U 3aKPBITHI 10 BEIYCKa cepuu. JJaHHAs ceprs BRIMyIIeHa Y IIOJTHOMOYEHHBIM JTHIIOM.

IToanuch ynoaHOMOYEHHOTO JIMLA
LE BRAS Carole
03 UIOHHA 2021

Henbdapm Peiimc
10 Pro Konownens [llap6orHO

51100 Peitmc, @pannus




Ceptudukat COOTBETCTBUSA U aHaNMU3a

Ha3zBanne npenapara:

Aptukyn Ne:

Cepus/Tlaptus Ne:

Howmep cepun HepachacoBaHHOTO
NPOJYKTA!

CHCHI/I(i)I/IKaHI/Iﬂ Ha TECCTUPOBAHUE:!

HpOI/I?)BO,HCTBGHHaﬂ CHGIII/I(i)I/IKaIlI/IHI

Tector

JIA3OJIBAH MAKC kancynsl IpOJIOHTHPOBAaHHOTO
neiictBus 75 mr - POCCUNCKA S OEJIEPALIUA

320909 Kox knunenra-Bepcust: 785066 - 002

101580
101580

101 5509 049R-08 (15/10/2010)

87025_P330AK0101

Crnemuduxarus

%

DELPHARM
Reims

Crpanuua: 2
Pacnieuarano: 31/05/21
B 12:44:33

[ara nmpousBojcTBa:
11/02/2021

Jata ucteueHus cpoka
roguoctu: 01 2024

PesynbpraTsl

Omnucanue

CopepxuMoe KamcyIibl

[IpomonroBaTeie TBEpIBIC JKEITATHHOBBIE KATICYJIEI,
COCTOSIIIIE W3 KPACHOM HEMPO3PavyHOM KPBIIIKA |

OpPaHXXEBOI'0 HEIPO3PAavYHOTO KoOpIyca:

Ha KPBbILIKE

nMmeercs rnedarHoe ob6o3Hauenue «MUC 01» Oenoro
I[BETa, HAa KOPIyCE HAINCYaTaH CHMBOJ KOMITAHUH

Bepunrep Marensxaiim.

Kpyrieie sxenToBaTo-0eible TpaHyJIbl C TJIAAKOH,
OJIeCTSIIEH MOBEPXHOCTHIO, CMETITIAaHHBIE C HEOOIBIITUM

KOJIMYECTBOM IMOPOIIKa

CooTBeTCcTBYET

CooTBeTCcTBYET

IIpumeuanus:

Orenka:

CoOTBeTCTBYET crienu(pUKaIITN

Jlara anamusa: 31/05/21

Howmep ananusa: 403745

Iloamuce COTPpYAHHKA OTACIIa KOHTPOJISA KaueCTBa

<Aude POITRINE>

<01 UIOH 2021>




Bepunrep Nurensxaiim @apma 'm6X u Ko. KT,

bupkennopdep ltpacce 65,
88397 bubepax Ha Pucce,
I'epmanus

IIponyxt

Aprukyn Ne / Tlaptust Ne

Peructparnuonsoe
yaoctoBepenue No

AKTUBHBIE HHIPETUCHTHI /
J03UPOBKa

JlekapcTBeHHas popma

Tun xoHTeliHepa

3aka3 Ne

BIX Homep

BIX Bepcus

KomnnuecTtso

Jlata npoun3BocTBa

Jlata uctedeHus cpoka rogHOCTH
[IpousBoacTBeHHas
cneuuduKanus

Crienudukanus Ha

TECTUPOBAHUC!

Howmep nunen3un Ha
TIPOU3BOJICTBO

@Boehﬁqger

CepTuduxart cooTBeTCTBUS

MYVYKO karicyisl posionrupoBanaoro neiicteus 75/218 BED Bl OERY NT

81641 /101580
He nmpumennmo (6aix)
Ambpokcona ruapoxiopun / 75 mr

Kancyms! npoIOHrMpOBaHHOTO JEUCTBUS
EMKOCTB ¢ KpBIIIKOH

90291640

104918

0

1119113 en

11 ®EB 2021

11 ABI' 2021

87025_P320AK0101*
87025_P320AK0201*

Ceprudukar na AOU: AOU-CEPTUDUKAT
Hepacdacoannsrii rpy3: 1015509-049R-08*
TS-5767 1.0*

TS-6223 1.0*

DE_BW_01_MIA_2020_0095/
DE_BW_01_GMP_2020_0114

Hacrosmum st moaTBEpK a0, 4TO MPOM3BOACTBEHHBIE 3TaIbl cCOOTHOCATCS ¢ Paznenom 4 Cornamenust 1o Ka4ecTBy
mexay Canodu Buntpon Uunycrpueit u bepunrep Unrensxaiim Vatepneiinnn 'MbX 1 BbIOIHEHB! B IOJHOM
cootBercTBUM ¢ GMP-TpeboBanusamu EC n TepMHHBI ONTUCaHBl B COTMIALICHUH JUIs 00ecIieueHHs] COOTBETCTBUS C
TpeboBaHusIMH PeructpanioHHOro(bIx) yA0cToBepeHHs(1ii) Kak NPEeICTaBICHO Y COOTBETCTBYIOIINX AepsKareneit

PEruCcTpaliuOHHbIX yﬂOCTOBepeHHﬁ.

IIpumeuanus:

Brimyck cepun ams kmuMmatndeckux -1V,

A®U: nocraBuuk AMOpokcosa ruapoxsiopun Cepus: C30992
VYnonHomouennoe juio/Obecneuenne kauectsa. dp. Ulrich Muhleck

Jara: 18 MAPT 2021

YnomaomoueHHoe o/ OTBETCTBEHHBIH 0 00ecTieYeHnI0 KauecTBa/Y Ibpuk MIoJiek/ TOAKCh

* B COOTBETCTBHH CO CTPAHOM

Vorlage _manuelles CoC Muco 81641 V13




CeprudukaT anaan3a ® Boehringer
Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Lltpacce 65, 88397 bubepax na Pucce, I'epmanus
JInuensus Ha npoussoacteo: DE_BW_01_MIA_2020_0095/DE_BW_01_GMP_2020_0114

Ha3zpanue mpoaykra: MYKO xaricyss! nposionrupoBansoro aeiicrsust 75/218 BED BI
OERY NT
Howmep martepuana: 81641
Cepust / IapTust: 101580
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 Wucnekunonnas maptust: 3556296
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2021-02-11
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-08-11
CozpnaHso: 2021-03-12 15:18
Crp. 1uz 7
Tect Cnenuduxanus Pe3yabTat
Omnucanue IIpononroeareie  TBepabie  JkenaTUHOBbIE COOTBETCTBYET
Karcys KarCyJibl, COCTOSIIUE u3 KpacHO#

HENPO3payHOH  KPBIIIKK U OPaHXKEBOTO
HETIPO3PavYHOrO KOPITyca: Ha KPBIIIKE HMEETCS
nedaTtHoe obOo3HaueHne «MUC 01» 6emoro
[[BETa, HAa KOpIyCE Hame4aTaH CHMBOI
KOMITaHUHU Bbepunrep WHrenpxaiim.
Conepxxnmoe kamcyn: Kpyrisle xenroBaTo-
Oenple TpaHynbl C TJIagKod, Osectsmieit
IMOBEPXHOCTHIO, CMCIIAHHBIE C HEOOILIINM
KOJINYECTBOM MOPOIIIKA.

BPI3yaJILHLIﬁ METO

MMMCAaHH TBETCTBYET KaIICyJI M TBETCTBYET
Omnucanue CoOTBETCTBYET KaIrcye pa3mepa 2 CooTBeTCTBYE
pasMepa Karncy

M3mepuTenbHBIN METOT

IMoamMHHOCTD CoOTBeTCTBYET CTAHIAPTY CooTBercTBYyeET
N-A 872 CL
TonkocnoliHas XpomMaTorpadus

[omnmuHaHOCTH CoOTBEeTCTBYET CTAHAAPTY CoOTBETCTBYET
N-A 872 CL
Kunkas xpomarorpadus

OnHOpPOIHOCTH Onnopoanocts maccsl N-A 872 CL kpurepuit 2,5 %
JIO3MPOBAHUS HNPUEMIIEMOCTH
<15,0% Peciac civog
BspemBanue S5 SR
OHOPOHOCTE Onunopoxnocts Macewl N-A 872 CL Tpr,c e A (n:'I‘\}\_)\"\t{;_,: ?‘ja:%
JIO3UPOBAHUS B3BemuBanue K‘F‘L}[T;ﬂ’[m\ﬁ NPUEMIIEMOCTE HE:
09 Bu P W

O,
¢e§1{,;50 /
i

-KoHduaeHUmansHo-



Cepruduxar anaanza

@Boehriqger

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Lltpacce 65, 88397 bubepax na Pucce, I'epmanus
JInuensus Ha npoussoacteo: DE_BW_01_MIA_2020_0095/DE_BW_01_GMP_2020_0114

Ha3zBanne MpoAyKTa:

MYKO xaricyss! nposionrupoBansoro aeiicrsust 75/218 BED BI

OERY NT
Howmep martepuana: 81641
Cepust / IapTust: 101580
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 Wucnekunonnas maptust: 3556296
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2021-02-11
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-08-11
Co3znaHo: 2021-03-12 15:18
Crp.2u3 7
Tect Crenndukanns Pesyaprar
Bona <=2,0% 0,5 %
busomomerpuueckoe Tutposanue no Kapmy
dumepy
Pacnag akTHBHOTO <=1% <1l%
HUHTPETUCHTA
N-A 872 CL no N-A 873 CL  XKunxas xpomarorpadus
Pacnag akTuBHOTO <=0,2 % <=0,1%
WHTPETUCHTA
N-A 872 CL no N-A 872 CL  Xunkas xpomaTorpadust
CIUPT
Pacnan akTUBHOTO <=0,2 % <=0,1%
WHTPETUCHTA
N-A 872 CL no N-AB 773 Kunkas xpomatorpadust
XX
Pacnag akTuBHOTO <=0,2 % <=0,1%
HWHTPETUCHTA
N-A 872 CL mo N-A 1777 JKunkast xpomarorpadus
CL
Pacria akTHBHOTO <=0,2 % <=0,1%

UHTPEANEHTA

N-A 872 CL

Ennnnunas
HEUJCHTH()UIUPOBAHHAS
IIPUMECh

Pacnan axkTuBHOTO
HUHTpEJUEHTA

N-A 872 CL

CyMMa Beex mpuMecen

Kunxas xpomaTtorpadust

<=1%

Kunkas xpomatorpadust

-KoHduaeHUmansHo-




Cepruduxar anaanza

@Boehﬁqger

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Lltpacce 65, 88397 bubepax na Pucce, I'epmanus
JInuensus Ha npoussoacteo: DE_BW_01_MIA_2020_0095/DE_BW_01_GMP_2020_0114

Ha3zBanne MpoAyKTa:

Howmep marepuana:
Cepus / Iaptus:

Crnenudukaius Ha TECTUPOBaHUE

Perucrpanus:
Jata npousBoacTaa:

I[aTa HUCTCUYCHUS CPOKA TOAHOCTHU:

MYKO xaricyss! nposionrupoBansoro aeiicrsust 75/218 BED BI

OERY NT

81641

101580
1015509-049R-08

He pacdacoBannslii rpy3
2021-02-11

2021-08-11

Wucnekunonnas maptust: 3556296

Co3naHo: 2021-03-12 15:18
Crp. 3u3 7
Tect Cnenuduxanus Pe3yabTat

CopeprxaHue aKTHBHOTO
HHTPEIUCHTA
N-A 872 CL

PactBopenue

BeicBOOOX IeHNE aKTUBHOTO
BelleCTBa

N-A 872 CL, uepe3 1 uac
(eqMHUYHbBIE 3HAYCHMS)

BeicBOOOX IeHNE aKTUBHOTO
BEIIlECTBA

N-A 872 CL, uepe3 1 uac
(cpenHee 3HaUEHUE)

71,25 -178,75 mr
/ Kamcyna
Kunkas xpomaTtorpadust

10-30%

JlonacTHbIe MEUIaIKH/CIEKTPOCKOITHS
(aBTOMaTHYeECKas cucTeMa ISl [IPOBECHUS
TecTa pacTBOPEHUs)

10-30%

JlonacTHbIe MEUIAIKH/CIEKTPOCKOITHS
(aBTOMaTHYECKasi CUCTEMA JJIsl [TPOBEICHUS
TecTa pacTBOPEHUS)

-KoHduaeHUmansHo-

73,87 mr/kancymiy

23%
22%
22%
23%
23 %

23 %

23%




Cepruduxar anaanza

@Boehﬁqger

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Lltpacce 65, 88397 bubepax na Pucce, I'epmanus
JInuensus Ha npoussoacteo: DE_BW_01_MIA_2020_0095/DE_BW_01_GMP_2020_0114

Ha3zBanne MpoAyKTa:

MYKO xaricyss! nposionrupoBansoro aeiicrsust 75/218 BED BI

OERY NT
Howmep martepuana: 81641
Cepust / IapTust: 101580
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 Wucnekunonnas maptust: 3556296
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2021-02-11
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-08-11
Co3znaHo: 2021-03-12 15:18
Crp. 4u3 7

Tect Cnenuduxanus Pe3yabTat
BricBoOOXkneHre akTUBHOTO 25 —45 % 40 %
BeIlleCTBa JlonacTHbIe MEUIAIKH/CIEKTPOCKOIHS
N-A 872 CL, yepes 3 uaca (aBTOMaTHYECKAsE CHCTEMA TSI ITPOBEACHUS 37 %
(emMHUYHBIE 3HAYCHHMS) TecTa pacTBOPEHUS)

39 %

40 %

40 %

41 %
BricBoOOXkneHre akTUBHOTO 25 —45 % 39 %

BeIlleCTBa
N-A 872 CL, yepes 3 uaca
(cpenHee 3HaUEHUE)

JlonacTHbIe MEUIAIKH/CIEKTPOCKOITHS
(aBTOMaTHYECKasi cCUCTEMA JJIsl [TPOBEICHUS
TecTa pacTBOPEHUS)

-KoHduaeHUmansHo-



Cepruduxar anaanza

@Boehﬁqger

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Lltpacce 65, 88397 bubepax na Pucce, I'epmanus
JInuensus Ha npoussoacteo: DE_BW_01_MIA_2020_0095/DE_BW_01_GMP_2020_0114

Ha3zBanne MpoAyKTa:

MYKO xaricyss! nposionrupoBansoro aeiicrsust 75/218 BED BI

OERY NT
Howmep martepuana: 81641
Cepust / IapTust: 101580
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 Wucnekunonnas maptust: 3556296
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2021-02-11
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-08-11
Co3znaHo: 2021-03-12 15:18
Crp. 5u3 7

Tect Cnenuduxanus Pe3yabTat
BricBoOoxnenue aktusHoro 45 —65 % 59 %
BeIlleCTBa JlonacTHbIe MEUIAIKH/CIEKTPOCKOITHS
N-A 872 CL, yepe3 7 wacoB  (aBTOMaTHYECKasi CHCTEMA JIJISl IIPOBEACHMUS 55 %
(emMHUYHBIE 3HAYCHHMS) TecTa pacTBOPEHUS)

59 %

59 %

59 %

60 %
BricBoOoxknenue aktusHoro 45 —65 % 59 %

BeIlleCTBa
N-A 872 CL, gepe3 7 yacor
(cpenHee 3HaUEHUE)

JlonacTHbIe MEUIAIKH/CIEKTPOCKOITHS
(aBTOMaTHYECKasi CUCTEMA ISl [TPOBEICHUS
TecTa pacTBOPEHUS)

-KoHduaeHUmansHo-




CeprudukaT anaan3a ® Boehringer
Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Lltpacce 65, 88397 bubepax na Pucce, I'epmanus
JInuensus Ha npoussoacteo: DE_BW_01_MIA_2020_0095/DE_BW_01_GMP_2020_0114

Ha3zpanue mpoaykra: MYKO xaricyss! nposionrupoBansoro aeiicrsust 75/218 BED BI
OERY NT
Howmep martepuana: 81641
Cepust / IapTust: 101580
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 Wucnekunonnas maptust: 3556296
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2021-02-11
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-08-11
CozpnaHso: 2021-03-12 15:18
Crp. 6 u3 7

Tect Crnenudukanus PesyabpTat
CymmapHoe He menee 45 % 59 %
BBICBOOOXK/ICHHE aKTUBHOTO  JlOomacTHbIE MEIIAJIKN/CIIEKTPOCKOTIHS
BEIIlECTBA (aBTOMaTHYECKas cucTEMa IS [IPOBECHUS 55 %
N-A 872 CL, uepe3 7 4acoB  TecTa pacTBOPEHUs)
(eqMHUYHBIE 3HAYEHMS) 59 %

59 %

59 %

60 %
CymMmapHoe He menee 45 % 59 %
BBICBOOOXK/ICHHE aKTUBHOTO  JlomacTHbIE MEIIAJIKN/CIIEKTPOCKOTIHS
BEIIlECTBA (aBTOMaTHYeECKas cucTeMa ISl [IPOBEICHUS

N-A 872 CL, uepe3 7 4acoB  TecTa pacTBOPEHUs)
(cpenHee 3HaYCHHE)

BricB0OOX IeHE aKTUBHOTO Tpebosanue A (N=6)
BEIlleCTBA Hu onHOro 3HaueHwus,
N-A 872 CL JIEXKAILETO BHE JMarna3oHa

JOITyCTUMBIX 3HAYCHUI

£ AN
MuxkpoOuonoruaeckas OO11ee KOJIMIECTBO adpOOHBIX Hanupid higkasarens
YHUCTOTa muxpoopraausmos (TAMC)/r < 103 KOE TECTHH Sl T

Crannaptuslii Tect o Esp.®.

-KoHduaeHUmansHo-



CeprudukaT anaan3a @ Boehringer
Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Lltpacce 65, 88397 bubepax na Pucce, I'epmanus
JInuensus Ha npoussoacteo: DE_BW_01_MIA_2020_0095/DE_BW_01_GMP_2020_0114

Ha3zpanue mpoaykra: MYKO xaricyss! nposionrupoBansoro aeiicrsust 75/218 BED BI
OERY NT
Howmep martepuana: 81641
Cepust / IapTust: 101580
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 Wucnekunonnas maptust: 3556296
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2021-02-11
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-08-11
CozpnaHso: 2021-03-12 15:18
Crp. 7u3 7

Tect Cnenuduxanus Pe3yabTat
MuxkpoOunosorndeckas OO011Iee KOJIMIECTBO JPOAOKEBBIX U JlaHHBII TOKa3aTeNh
YUCTOTA mrecHesbIx Tpr6os (TYMC)/r < 10? KOE TECTUPYETCS TIEPUOJTUIECKU B

CraanaptHeiid TecT o EBp.®. COOTBETCTBUU C YTBEPKIEHHBIM

rpaduKOM MEPHOTUIHOCTH.

Mukpobuonornieckas Escherichia coli JlaHHBIH ITOKa3aTenb

YHUCTOTA OrcytctByerB 1 T TECTUPYETCS TIEPUOAUYCCKHU B
COOTBETCTBHUH C YTBEPIKIACHHBIM
rpaduKOM MEPUOTUIHOCTH.

3akiroueHue: IIposyKT COOTBETCTBYET TEKYIUM TPeOOBaHUsIM KoMIaHuu bepunrep
Hurenpxaiim
JlaTa BhITyCKa: 2021-02-26

Beinymieno pykoBomurenem  Christine Frey
OT/IeIa KOHTPOJISI Ka4eCTBa:

Ecnu He yka3aHO OTAENBHO, TO TECTHI OBUTH BBINOJIHEHB KoMnaHuell bepunrep Murenbxaiim.
Jlaunsi ceprudukar anaamusa 6511 cOpMHUPOBAH aBTOMATHIECKH U JEHCTBUTEIICH 03 IOInCceH.
Bce natsl B popmare [N'on-Mecsin-JleHs.

-Komner otuer

-KoHduaeHUmansHo-



MPUJIOXEHUE K CEPTUOUKATY AHAJIN3A (ConpoBoaurtenbHoe ITucbomo)

Haumenosanue nponyxra: JIJA3OJIBAH Makc kancymsl IpOJIOHTMPOBAHHOTO ACUCTBUS

Howmep cepun: 101580

Jara mpom3Boactsa: 11 ®EB 2021

Tomen mo: 11 ABI" 2021

Ccpuika Ha HoMep PV, 3apeructpuposannoro B Poccun: JIIT-003519
® Boehringer

HanmvenoBanne ADU (INN): AMOpOKcoIa THAPOXIOPHT lngelhelm

Hazpanue npoussoautens AOU: bunaxem C.mA.

AJipec IpON3BOICTBEHHOM TUTOLIA KK S. S. nl1 (Padana Superiore), 8

24040 Fornovo S. Giovanni (BG) Italy

[Toxazatens «MukpoOHOIOTHIecKas YUCTOTa» MOXKET OTCYTCTBOBAThH B cepTU(UKATE aHATN3a IPOM3BOIUTENS, TAK

KaK JJaHHBIH TECT MPOBOJANUTCS MUHUMYM Ha 2 CEpHsX B TOJI.

HaCTOSIHII/IM s DOATBEPIKAAI0, UTO AJaHHAsA CCPU MPOTCCTUPOBAHA IO BCEM MMOKA3aTC/IAM KaueCTBa, NEPCUNCICHHBIM
B cneumbnkaunn HOpMaTHBHOﬁ JAOKYMCHTaU (KpOMC TEX I/ICHBIT&HI/IFI, KOTOPLIC HC BBLIIIOJHAOTCSA Ha
HpOI/IBBOIlCTBCHHOﬁ IJIOIIaaKe, a HWMEHHO KpOME WCIBITAHUA Ha AHOMAJIBHYIO TOKCHYHOCTH M TECTOB C

MIEPHOINIECKUM KOHTPOJIEM).

TTonmucs/nara: 18 MAPT 2021
Wwms (mewatHpiMu OykBaMn): YIibspuk Miosiek

Z[OJ'DKHOCTBZ YHOOJIHOMOYEHHOC JTNLO




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 quantity released:

Certificate of Conformance

LASOLVAN MAX prolonged-release capsules
75mg - RUSSIAN FEDERATION

MARKETING AUTHORIZATION No: LP-003519
10 BLISTER

785066 - 002

AMBROXOL HYDROCHLORIDE 75MG/CAPSULE

320909
101580
101580
M 15/292
71582

87025_P330AK0101

101 5509 049R-08 (15/10/2010)

02 2021

01 2024

110,831 UN

%

DELPHARM
Reims

Page: 1
Printed on:31/05/21
at:12:44:33

Certification statement:

"I hereby certify that the above information is authentic and accurate and that all th
of this batch of finished product have been carried out in full compliance with the Cﬁ_
Jocal Regulatory Authority, the EU and with the requirements of the Marketing Autho 7197
destination country/countries. The batch packaging and analysis records have been de%/Zwed and ﬁgyndwto\we‘a
in compliance with GMP. Any deviations have been assessed and closed prior to batcief Te fﬁéL,»“/ 2
The batch has been released by a Qualified Person”. : \ wxn“‘gujs

Qualified Person LE BRAS Carole

Signature
0 3 Juin 2021

B

Delpharm Reims
10 Rue Colonel Charbonneaux z
51100 Reims, France __—
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DELPHARM

Certificate of Conformance and Analysis

Reims
Product Name - LASOLVAN MAX prolonged-release capsules75mg - RUSSIAN FEDERATION Page: 2
Article No. 320909 Customer code - Version: 785066 - 002 Printed on:31/05/21
Batch/Lot No. =~ 101580 at:12:44:33
Bulk Batch No 101580
Testing Specification . 101 5509 049R-08 (15/10/2010) Date of Manufacture: 11/02/21
Manufacturing Specification No.: 87025_P330AK0101 Expiry Date . . .: 01 2024
Tests Specifications Results
Appearance Oblong hard gelatin capsules consisting Conforms

of a red opaque cap and an orange opaque
body: the cap is printed with"MUC 01" in
white, the body is printed with the BI
Company symbol

Capsule contents Round, yvellowish-white pellets with a Conforms

smooth . shiny surface, mixed with a
small quantity of powder

Date of Analysis : 31/05/21 Signature
No. of Analysis : 403745 Quality Control




Boehringer Ingelheim Pharma GmbH & Co. KG -

Birkendorfer Strasse 65
88397 Biberach an der Ri

Germany

Product:
Article No./ Lot No.:

Marketing Authorization No.:

Active Ingredients / Strength:

Dosage form:
Container Type:
Order-No.:

BIX No.:

BIX Version:
Quantity:

Date of Manufacture:
Date of Expiry:

MDS$S (Manufacturing specification):

TS (Testing specification):

Manufacturing authorization number:

~N\ Boehringer
||||| Ingelheim

Certificate of Conformance

MUCO RETKPS 75/218 BED Bl OERY NT
81641 /101580

N.A. (BULK)

ambroxol hydrochloride / 75 mg
controlled-release capsules
Hobbocks

90291640

104918

0

1.119.113 Pieces

11 FEB 2021

11 AUG 2021

87025_P330AK0101°
87025_P330AK0201"

API Certificate: API-CERTIFICATE

Bulkware: 1015509-049R-08"
TS-5767 1.0°
TS-62231.0°

DE_BW_01_MIA_2020_0095/
DE_BW_01_GMP_2020_0114

| hereby confirm that the manufacturing stages referred to in Appendix 4 of the Quality Assurance

Agreement between Sanofi Winthrop Industrie an
iance with the GMP requirements of the EU and the terms described in the

ance with the requirements of the Marketing Authorization(s) as provided by

carried out in full comp!

Agreement for ensuring compli

d Boehringer Ingelheim International GmbH have been

the respective Marketing Authorization Holder.

Remarks:

Released for climatic zones |-IV.

API: Ambroxothydrochloride Supplier Batch No.: C30992

tustifed Person / Quality Assurancs
Dr. Uideh Mithieck

./":(é M 200 4

i Bl o ®EN0
| § Wdrg 7071

Wl

Date, Name,

Qualified Person/Mucosolvan Facility, Quality Mucosolvan

* according to country specific submission

Signature

!

Vorlage_manuelles CoC_Muco 81641 V13



APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Praduct Name: LASOLVAN MAX prolonged-release capsules

Batch Number: 101580 ~\ Boshringor
Manufacturing Date: 11 FEB 2021 gﬁ“l' Ingc ﬁ L2t
Expiry Date: 11 AUG 2021 Bochringer Inmathetrn
Reference number to MA registered in Russia:  LP-003519 :f,‘;;';‘?ﬁr:“ {:,r.,G.sg
Name of API (INN): Ambroxol hydrochloride

Name of API manufacturer: Bidachem S.p.A.
Address of manufacturing site:  S.S. n11 (Padana Superiore), 8
' 24040 Fornovo S. Giovanni (BG)

Italy

The parameter “Microbiological purity” is absent in the certificate of analysis, but this test is carried out on at

minimum 2 batches per year.

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

o

Signature/Date: N ('s (
T )
Printed Name: Dr. Ulrich Miili(eck . "
‘ 1 8 Mirz 2021

Title: Qualified Person




Certificate of Analysis

A~ Boehringer
I"II Ingelheim

Boehringer Ingetheim Pharma GmbH & Co. KG, Birkendorfer Strasse 65, 88397 Biberach an der Ri}, Germany
Manufacturing Authorisation: DE_BW_01_MIA_2020_0095/ DE_BW_01_GMP_2020_0114

Product Name: MUCO RETKPS 75/218 BED Bl OERY NT
Material No.: 81641
Batch / Lot: 101580

Testing Specification: 1015509-049R-08

Inspection Lot: 3556296

Registration: Butkware
Date of Manufacture: 2021-02-11
Date of Expiry: 2021-08-11
Created on: 2021-03-12 15:18 Page 10f 7
Test Specification Resuit
Appearance
Capsules Complies
Oblong hard gelatine capsules consisting of a red-opaque
cap and an orange-opaque body; the cap is printed with
MUC 01 in white, the body is printed with the Boehringer
ingelheim Company symbol. Capsule contents: round,
yellowish-white pellets with a smooth, shiny surface,
mixed with a small quantity of powder.
Visual test
Appearance
Capsule size Complies
Release requirement:
2 long
Measurement
Identification
N-A 872 CL Complies
Corresponding to standard.
Thindayer chromatography
Identification
N-A 872 CL Complies
Corresponding to standard.
Liquid chromatography
Uniformity of dosage units
25%

Uniformity of mass of N-A 872 CL Acceptance value
<= 15,0%
Weighing
Uniformity of dosage units
Uniformity of mass of N-A 872 CL

Weighing

- Confidential -
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Certificate of Analysis A~ Boehringer
I"ll Ingelheim

Boehringer Ingethsim Pharma GmbH & Co. KG, Birkendorfer Strasse 65, 88397 Biberach an der Ri, Gemmany
Manufacturing Authorisation: DE_BW_01_MIA_2020_0085/ DE_BW_01_GMP_2020_0114

Product Name: MUCO RETKPS 75/218 BED Bl OERY NT
Material No.: 81641
Batch / Lot: 101580 inspection Lot: 3556296

Testing Specification: 1015509-049R-08

Registration: Bulkware
Date of Manufacture: 2021-02-11

Date of Expiry: 2021-08-11
Created on: 2021-03-12 15:18

Test Spaecification Result

Page 2of 7

Water content 0.5 %

<=20%
Bivoltametric Karl Fischer titration
Active ingredient degradation
N-A 873 CL
<=19%
Liquid chromatography
Active ingredient degradation
N-A 872 Alcohol
<=02%
Liquid chromatography
Active ingredient degradation
N-AB 773 XX
<=0.2%
Liguid chromatography
Active ingredient degradation
N-A 1777 CL
<=0,2%
Liquid chromatography
Active ingredient degradation
Each other unspecified degradation product
<=0,2%
Liquid chromatography
Active ingredient degradation
Sum of all degradation products
<=1%

Liquid chromatography

<1%

<=0,1%

<=0,1%

<=0,1%

- Confidential -



Certificate of Analysis A~ Boehringer
il meelneim

Boehringer Ingelhelm Pharma GmbH & Co. KG. Birkendorfer Strasse 65, 88397 Biberach an der RiB, Germany
Manufacturing Authorisation: DE_BW_01_MIA_2020_0095/ DE_BW_01_GMP_2020_0114

Product Name: MUCO RETKPS 75/218 BED Bl OERY NT
Material No.: 81641
Batch / Lot: 101580 Inspection Lot: 3566296

Testing Specification: 1015509-049R-08

Registration: Bulkware
Date of Manufacture: 2021-02-11
Date of Expiry: 2021-08-11
Created on: 2021-03-12 15:18 Page 30of 7
Test Specification Result
Active ingredient content
N-A 872 CL 73,87 mg/capsule
71,25 - 78,75 mgl/capsule
Liquid chromatography
Active ingredient release
N-A 872 CL, after 1 hour (single values) 23%
10-30%
UVMVIS spectroscopy 22 %
22%
23 %
23 %
23%
Active ingredient release
23%

N-A 872 CL, after 1 hour (mean value)
10-30%
UV/VIS speclroscopy

- Confidential -



Certificate of Analysis AN\ Boehringer
I"Il Ingelheim

m Pharms GmbH & Co. KG, Birkendorfer Strasse 65. 88387 Biberach an der Ri, Germany

Boehringer Ingeihei
Manufacturing Authorisation: DE_BW_01_MIA_2020_0095/ DE_BW_01_GMP_2020_0114

Product Name: MUCO RETKPS 75/218 BED BI OERY NT
Material No.: 81641
Batch / Lot: 101580 Inspection Lot: 3556296

Testing Specification: 1015509-049R-08

Registration: Bulkware
Date of Manufacture: 2021-02-11

Date of Expiry: 2021-08-11
Created on: 2021-03-12 15:18

Test Specification Resuilt

Active ingredient release

Page 4 of 7

N-A 872 CL, after 3 hours (single values) 40 %
25-45%

UV/VIS speclroscopy 37 %

39 %

40 %

40 %

41 %
Active ingredient release

39 %

N-A 872 CL, after 3 hours (mean value)
25-45%
UVVIS spectroscopy

- Confidential -



Certificate of Analysis ~\ Boehringer
l"ll Ingelheim

Boehringer Ingelheim Pharma GmbH & Co. KG, Birkendorfer Strasse 65, 88397 Biberach an der RI8, Germany
Manufacturing Authorisation: DE_BW_01_MIA_2020_0095/ DE_BW_01_GMP_2020_0114

Product Name: MUCO RETKPS 75/218 BED Bl OERY NT
Material No.: 81641
Batch / Lot: 101580 Inspection Lot: 3556296

Testing Specification: 1015509-049R-08

Registration: Bulkware
Date of Manufacture: 2021-02-11

Date of Expiry: 2021-08-11
Created on: 2021-03-12 15:18

Test Specification Result

Adlive ingredient release

Page Sof7

N-A 872 CL, after 7 hours (single values) 59 %
45-65 %

UVNIS spectroscopy 55 %

59 %

59 %

59 %

60 %
Active ingredient release

59 %

N-A 872 CL, after 7 hours (mean value)
45-65%
UV/VIS spectroscopy

- Confidential -



Certificate of Analysis

Boehringer
|||l| Ingelheim

Boehringer Ingelheim Pharma GmbH & Co. KG. Birkendorfer Strasse 65. 88397 Biberach an der RIB. Gemany
Manufacturing Authorisation: DE_BW_01_MIA_2020_ 0095/ DE_BW_01_GMP_2020_0114

Product Name: MUCO RETKPS 75/218 BED Bl OERY NT
Material No.: 81641
Batch / Lot: 101580

Testing Speclfication: 101 5509-049R-08

Inspection Lot: 3556296

Registration: Bulkware
Date of Manufacture: 2021-02-11
Date of Expiry: 2021-08-11
Created on: 2021-03-12 15:18 Page 6 of 7
Test Speclfication Result
Active ingredient release
Total release of N-A 872 CL, after 7 hours (single value) 59 %
>=45%
UVIVIS spectroscopy 55 %
59 %
59 %
59 %
60 %
Active ingredient release
Total release of N-A 872 CL, after 7 hours (mean value) 59 %
>=45%
UVNIS spectroscopy
Active ingredient release
N-A 872CL Requirement A (n=6)
No individual value liessuisiznthe

Microbiological quality
Total aerobic microbial count (TAMC)/g
<= 10° CFU
Standard test Ph.Eur.

- Confidential -
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Certificate of Analysis N\ Boehringer
Iml Ingelheim

Boehringer Ingelheim Pharma GmbH & Co. KG. Birkendorfer Strasse 65, 88397 Biberach an der R, Germany
Manufacturing Authorisation: DE_BW_01_MIA_2020_0085/ DE_BW_01_GMP_2020_0114

Product Name: MUCO RETKPS 75/218 BED Bl OERY NT
Material No.: 81641
Batch / Lot: 101580 Inspection Lot: 3556296

Testing Specification: 1015509-049R-08

Registration: Bulkware

Date of Manufacture: 2021-02-11

Date of Expiry: 2021-08-11

Created on: 2021-03-12 15:18 Page 7 of 7
Test Specification Result

Microbiological quality
Total combined yeasts/imoulds count (TYMC)g This periodical test will be performed
according to the registered test

= 102
E=10NETY frequency.
Standard test Ph.Eur.

Microbiological quality
Escherichia colig This periodical test will be performed
according to the registered test
Not detectable frequency.
Standard test Ph.Eur.

Evaluation:
Product corresponds with the current requirements of Boehringer Ingetheim.

Date of Release:  2021-02-26
Released by {Head of Quality Control): Christine Frey (FREYCH)

If not otherwise marked, the testing points were performed by Boehringer Ingelheim.

This certificate of analysis was produced automatically and is also valid without signatures.
All dates in format Year-Month-Day.

- End of Report -

- Confidential -
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