CepTuduKkaTt COOTBETCTBHS U AaHAJIHU3A P—

DELPHARM
Reims

Ceptudukat COOTBETCTBHS Crpanuna: 1
Pacnieuatano: 11/10/21

B 14:36:07

Ipoxyxr: JIA30JIBAH MAKC xancynsl IpoJI0OHTHPOBAaHHOTO
neiicteus 75 mr — POCCUMCKA ST ®EJEPALAS
PETUCTPALIMOHHOE YIOCTOBEPEHUE Ne:

JI1-003519
10 BJIMCTEPOB
Kon xnvrenTta-Bepcust 785066 — 003
AKTUBHBIN(€) MHTpETUCHT(BI) AMBPOKCOJIA TUAPOXJIOPU/ 75 MI'/
KAIICYJIA
Aptukyn No: 320909
Cepus/Tlaptus Ne: 101754A bd!,.—_ue-ﬂ“"*’-‘"m ar.-._?}
Howmep HepacdacoBaHHO# cepui: 101754A
IIpousBoacTBeHHas nuLeH3Ms No: M 15/292
EudraGMDP ccbuika Ne 71582
IIpousBoacTBeHHAS CIEHU(DUKAIIHS: 87025 _P330AK0101
Criennukanysi Ha TECTUPOBAHUE: 101 5509 049R-08 (15/10/2010)
JlaTa mpou3BoICTBA: 06 2021
JlaTa uctedeHus cpoka TOJHOCTH: 05 2024

KonmdaecTBo BeimymieHHbIX equnani cepun:  40.198 e,

3asBieHne 0 cepTH(UKAIUY:

«HacrosimuMm 51 moATBEpiKAAl0, 4TO BCS HMH(OpMANMs, yKa3aHHas BbIIIE, SBISIETCS JOCTOBEPHOW M TOYHOM M 4YTO BCe
IIPOM3BO/ICTBEHHBIE TAIIBI JUISL AAHHOM CEpUH TOTOBOT'O MTPOIYKTHI BHIIIOJIHEHHI B TOJIHOM COOTBETCTBHH C TpeboBanusimu GMP
JokasnsHOro 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. JIro0b1e OTKIIOHEHHS OBLIH OIICHEHBI U 3aKPBITHI 10 BEIYCKa cepuu. JlaHHAs cepurs BRIMyIIeHa Y IIOJTHOMOYEHHBIM JTHIIOM.

IMoanuch yrmosTHOMOYEHHOTO A
Melanie HUYNH
15 OKT 2021

Henbdapm Peiimc
10 Pro Konownens [llap6orHO

51100 Peitmc, @pannus



Ceptudukat COOTBETCTBUSA U aHaNMU3a

Ha3zBanne npenapara:

Aptukya Ne:

Cepust/ITapTast Ne:

Howmep cepun HepacdacoBaHHOTO
HPOJyKTa:

CHCHI/I(i)I/IKaIII/Iﬂ Ha TCCTUPOBAHUC!:

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

Tector

JIA3OJIBAH MAKC kancynsl IpOJIOHTHPOBAaHHOTO
neiictBus 75 mr - POCCUMCKA S OEJIEPALIUA

320909 Kon xnmuenra-sepeus: 785066 - 003
101754A
101754A

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

87025_P330AK0101

Crnemuduxarus

%,

DELPHARM
Reims

Crpanuua: 2

Pacrieuarano: 11/10/21
B 14:36:07

Jara npousBojcTBa:
14/06/2021

Jata ucredeHus cpoxa
rogHoctu: 052024

PesynbpTraTsl

Omnucanue

CopepxuMoe Kamcyiibl

[IponmonroBarble TBEpAbIE >KEIATUHOBBIE KaICyJbl,
COCTOSIIIIIE W3 KPACHOM HEMPO3PavyHOM KPBIIIKA |
OPaHXKEBOTO HEMPO3PAaYHOrO0 KOpIyca: Ha KpBILIKE
umeercss nedatHoe obosznauenue «MUC 01» Gemoro
1BeTa, Ha KOpIyce HameyaTaH CHMBOJ KOMIIAHUU
Bepunrep Marensxaiim.

Kpyrieie sxenToBaTo-0eible TpaHyJIbl C TJIAAKOH,
OJIeCTSIIEH MOBEPXHOCTHIO, CMEIIIaHHBIE C HEOOIBIITUM
KOJINYECTBOM TIOPOLIKA

CooTBeTCcTBYET

CooTBeTCcTBYET

ITpumeuanus:

Orenka:

CoOTBETCTBYET crienu(pUKaIITN

Jlara ananu3za: 11/10//21

Howmep ananmza: 408039

Iloamuce COTPpYAHHKA OTACIIa KOHTPOJIA Ka4ueCTBa

<Aude POITRINE>

<11 OKT 2021>




Bepunrep Nurensxaiim @apma 'm6X u Ko. KT,
bupkennopdep ltpacce 65,

Boehringer
Ingelheim

fl

88397 bubepax Ha Pucce,
I'epmanus

IIponyxt

ApTtuxyn Ne / TTaptuas Ne

Peructparnuonsoe
yaoctoBepenue No

AKTUBHBIE HHIPETUECHTHI /
J03UPOBKa

JlekapcTBeHHas popma

Tun xoHTeliHepa

3aka3 Ne

BIX nomep

BIX Bepcus

KomnnuecTtso

Jlata npoun3BocTBa

Jlata uctedeHus cpoka rogHOCTH
[IpousBoacTBeHHas
cneuuduKanus

Crienudukanus Ha

TECTUPOBAHUC!

Howmep nunen3un Ha
TIPOU3BOJICTBO

CepTuduxart cooTBeTCTBUS

MYVYKO karicyisl posionrupoBanaoro aeiicteus 75/218 BED BI OERY NT

89603 /101754

He nmpumennmo (6aix)

AmOpoxkcona rugpoxiopun / 75 mr

Kancyms! npoIOHrMpOBaHHOTO JEUCTBUS
EMKOCTB ¢ KpBIIIKOH

90293234

161630

0

1191787 en

14 NIOH 2021

14 NEK 2021

87025_P320AK0101*
87025_P320AK0201*

Ceprudukar Ha AOU: AOU-CEPTUOUKAT
HepacdacoBannsiii 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
cootBeTcTBUM ¢ GMP-TpeboBanusamu EC n TepMHHBI ONTUCaHBl B COTJIALICHUH JUIsl 00ecIieueHHsl COOTBETCTBUS C
TpeboBaHusIMH PeructpanioHHOro(bIx) yA0cToBepeHHs(1ii) Kak NPEeICTaBICHO Y COOTBETCTBYIOIINX AepsKareneit
PETUCTPAIIOHHBIX yIOCTOBEPEHUH.

IIpumeuanus:
Beinyck cepun nns knumaruueckux I-IV.

A®U: nocraBuuk AMOpokcosa ruapoxiopun Cepus: C90420
YnomaomouerHoe ymio/Ob6ecriedenune kadectsa. Jlp. Ulrich Muhleck

Jara: 22 NIOJIb 2021
YnomaomoueHHoe o/ OTBETCTBEHHBIH TI0 00ecIieYeHHnI0 KauecTBa/Y Ibpuk MIoJiek/ MOAKCh

* B COOTBETCTBHH CO CTPAHOM

Vorlage manuelles CoC Muco 89603 V04



Boehringer
Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 65, 88397 bubepax na Pucce, I'epmanus
Jlunensus va npomssoactso: DE BW_01_MIA 2020 _0095/DE_ BW_01_GMP 2020 0114

Cepruduxar anaanza
1

Ha3zBanne MpoAyKTa:

Howmep marepuana:

Cepus / Iaprus:

Crnienudukaius Ha TECTUPOBaHUE
Perucrpanus:

JaTa npou3BoacTBa:

JlaTa ucteyeHus cpoka roJJHOCTH:
Co3znaHo:

MYKO xarncyis! nposionrupoBansoro aeiicreust 75/218 BED BI NQ

89603

101754
1015509-049R-08

He pacdacoBanHslii rpy3
2021-06-14

2021-12-14

2021-07-16 16:50

WNucnexkunonHast maptus: 8174912

Crp. 1 uz 7

Omnucanue
Karcyn

Omnucanue
pasmepa Karcyr

IlogmuHHOCTE
N-A 872 CL

IlogmuHHOCTE
N-A 872 CL

OOHOPOAHOCTH N03UPOBAHUS

OOHOPOAHOCTh N03UPOBAHUS

Cnenuduxanus

IIpononrosarsie TBEpJIbIC
JKEJIATUHOBBIE KAIlCyJIbl, COCTOSIINE U3
KpPacHO HENpo3pauyHOM KpBILKA U
OpaHXXEBOTO HETPO3PaYHOTO KOpITyca:
Ha  KpBIIKE HWMEETCA  Ie4aTHOE
o6o03nauenue «MUC 01» Oeoro usera,

Ha KOpIyce HamedaTaH CHMBOJI
komnanuu bepunrep UHrenpxaiim.
Conepxxnmoe Karcy: Kpyrisie
JKEJITOBATO-0eJbIe TPAHYJIbI C TJIaJKOH,
Onectseit MOBEPXHOCTEIO,
CMELIaHHbIE c HEeOOJIBIINM

KOJIMYECTBOM IMOPOIIIKA.
BU3YaJbHBI METOJ
CooTBeTCTBYyET Karcyse pasmepa 2

M3mepuTenbHBIN METOT

CoOTBETCTBYET CTAHAAPTY
TonkocnolHas XpomMaTorpadus

CoOTBEeTCTBYET CTAHAAPTY

Kunkas xpomarorpadust

OnnoponHocts Maccel N-A 872 CL
kputepuii npuemnemoct <15,0 %
B3BemuBanue

Onnoponnocts Macchl N-A 872 CL
BsBemnBanue

-KoHduaeHumanbHo-

Pesyabrar

CooTBeTCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

2,4 %

TpeboBanue A (n=10)
Kpurepuii npuemneMoctu He
6oitee 15,0 %



Cepruduxar anaanza

Boehringer
Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 65, 88397 bubepax na Pucce, I'epmanus
Jlunensus va npomssoactso: DE BW_01_MIA 2020 _0095/DE_ BW_01_GMP 2020 0114

Ha3zBanne MpoAyKTa:

Howmep marepuana:

Cepus / Iaprus:

Crnienudukaius Ha TECTUPOBaHUE
Perucrpanus:

JaTa npou3BoacTBa:

JlaTa ucteyeHus cpoka roJJHOCTH:
Co3znaHo:

MYKO xarncyis! nposionrupoBansoro aeiicreust 75/218 BED BI NQ

89603
101754
1015509-049R-08

He pacdacoBanHslii rpy3

2021-06-14
2021-12-14
2021-07-16 16:50

WNucnexkunonHast maptus: 8174912

Crp.2u3 7

Tect Cnenuduxanus

Bona <=2,0 %
buBoromMeTpryecKoe TUTPOBAHUE TIO
Kapny @umiepy

Pacniag akTHBHOTO MHTpeAMEHTA <=1%

N-A 873 CL

Pacnan akTUBHOTO MHTpEAUEHTA
N-A 872 CL coupt

Pacnan akTUBHOTO MHTpEAUEHTA
N-AB 773 XX

Pacnan akTUBHOTO MHTpEiUEHTA
N-A 1777 CL

Pacrmiag akTHBHOTO MHTpEIUEHTA
Ennnnunas

HeNIeHTH()UIINPOBaHHAS IPUMECH

Pacnaj akTHBHOTO MHIpEAHECHTA
CyMmMa Bcex mpuMecei

Kunkas xpomatorpadust

<=0,2 %
Kunkas xpomatorpapust

<=0,2 %
Kunkas xpomarorpapust

<=0,2 %
Kunkas xpomaTtorpadust

<=0,2 %
Kunxas xpomaTtorpadust

<=1%
Kunxas xpomaTtorpadust

-KoHduaeHumanbHo-

Pesyabrar

0,6 %

<1 %

<=0,1 %

<=0,1 %

<=0,1 %




Ceprudmkar anaiuza ml Boehringer
iV Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 65, 88397 bubepax na Pucce, I'epmanus
Jlunensus va npomssoactso: DE BW_01_MIA 2020 _0095/DE_ BW_01_GMP 2020 0114

Ha3zpanue mpoaykra: MYKO xarncyis! nposionrupoBansoro aeiicreust 75/218 BED BI NQ
Howmep marepuana: 89603
Cepus / Iaprus: 101754
Crnienudukaius Ha TECTUPOBaHUE 1015509-049R-08 WNucnexkunonHast maptus: 8174912
Perucrpanus: He pacdacoBanHslii rpy3
Jlata npousBoacTBa: 2021-06-14
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-12-14
CozpnaHo: 2021-07-16 16:50
Crp.3u3 7
Tect Cnenuduxanus Pe3yabTart
ConeprxaHie aKkTHBHOTO 71,25 —78,75 mr 75,28 Mr/kancymy
HWHTpEINCHTA / Kamcyna
N-A 872 CL Kunkas xpomaTtorpadust
PactBopenue
BricBOOOX IeHIE aKTHUBHOTO
BEIIlECTBA
N-A 872 CL, uepes 1 uac 10-30% 23 %
(emMHUYHBIC 3HAYCHMS) JlonacTHBIE MEIIANIKH/CIIEKTPOCKOTIHUS
(aBTOMaTHYECKas cUcTEMa JUIs 24 %
MPOBEICHUS TECTA PACTBOPEHUS)

24 %

24 %

23 %

23 %
BricBOOOX IeHNE aKTUBHOTO
BEIIlECTBA
N-A 872 CL, uepe3 1 uac (cpequee  10—-30 % 23 %
3HAYCHUE) JlonmacTHBIE MEIIANKH/CIIEKTPOCKOTIHUS

(aBTOMaTHYECKas cUCTEMA JIJIst
MIPOBE/ICHHUS TECTA PACTBOPEHUS)

1Bt ulm".‘tr.,“ ;
t“[ O
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-KoHduaeHumanbHo-



Ceprudmkar anaiuza ml Boehringer
iV Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 65, 88397 bubepax na Pucce, I'epmanus
Jlunensus va npomssoactso: DE BW_01_MIA 2020 _0095/DE_ BW_01_GMP 2020 0114

Ha3zpanue mpoaykra: MYKO xarncyis! nposionrupoBansoro aeiicreust 75/218 BED BI NQ
Howmep marepuana: 89603
Cepus / Iaprus: 101754
Crnienudukaius Ha TECTUPOBaHUE 1015509-049R-08 WNucnexkunonHast maptus: 8174912
Perucrpanus: He pacdacoBanHslii rpy3
Jlata npousBoacTBa: 2021-06-14
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-12-14
Co3znaHo: 2021-07-16 16:50
Crp.4u37

Tect Cnenuduxanus Pe3yabTart
BrIcBOOOXIEHNE aKTHBHOTO 25-45% 40 %
BeIlecTBa JlomacTHBIE MEIIANKH/CIIEKTPOCKOTINS
N-A 872 CL, uepe3 3 vaca (aBTOMaTHUECKAs CUCTEMA IS 42 %
(emMHUYIHBIE 3HAYCHHUS) TIPOBEJICHHUS TECTa PACTBOPEHUS)

42 %

41 %

40 %

40 %
BricBOOOXK IEHE AKTHBHOI'O 25-45% 41 %
BeIecTBa JlomacTHBIE MEIIANKH/CIIEKTPOCKOTINS
N-A 872 CL, uepe3 3 vaca (aBTOMaTHYECKast CUCTEMA JIst
(cpenHee 3HaUeHUE) TPOBENICHUS TECTa PACTBOPEHUS)

gUHTE Ty
p.:_la el Q;b
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-KoHduaeHumanbHo-



Cepruduxar anaanza

mIBoeh:inger
il Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 65, 88397 bubepax na Pucce, I'epmanus

Ha3zBanne MpoAyKTa:

Howmep marepuana:

Cepus / Iaprus:

Crnienudukaius Ha TECTUPOBaHUE
Perucrpanus:

JaTa npou3BoacTBa:

JlaTa ucteyeHus cpoka roJJHOCTH:
Co3znaHo:

Jlunensus va npomssoactso: DE BW_01_MIA 2020 _0095/DE_ BW_01_GMP 2020 0114

MYKO xarncyis! nposionrupoBansoro aeiicreust 75/218 BED BI NQ

89603
101754
1015509-049R-08 WNucnexkunonHast maptus: 8174912
He pacdacoBanHslii rpy3
2021-06-14
2021-12-14
2021-07-16 16:50
Crp.5u3 7

Tect Cnenuduxanus Pe3yabTart

BbIcBOOOX IeHHE AKTUBHOTO
BeIlleCTBa

N-A 872 CL, uepe3 7 qacoB
(emMHUYIHBIE 3HAYCHHUS)

BbIcBOOOX IeHHE AKTUBHOTO
BEIlleCTBA

N-A 872 CL, uepe3 7 qacoB
(cpenHee 3HaUeHUE)

45-65 % 59 %
JlonacTHbIe MEUIAIKH/CIEKTPOCKOITHS
(aBTOMaTHUECKAs CUCTEMA IS 62 %
MIPOBE/ICHHUS TECTA PACTBOPECHUS)
61 %
61 %
59 %
59 %
45-65 % 60 %

JlomacTHBIE MEIIANKH/CIIEKTPOCKOTINS
(aBTOMaTHUECKAs CHCTEMA IS
TIPOBEACHUS TECTa PACTBOPEHUS)

-KoHduaeHumanbHo-



Ceprudmkar anaiuza ml Boehringer
iV Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 65, 88397 bubepax na Pucce, I'epmanus
Jlunensus va npomssoactso: DE BW_01_MIA 2020 _0095/DE_ BW_01_GMP 2020 0114

Ha3zpanue mpoaykra: MYKO xarncyis! nposionrupoBansoro aeiicreust 75/218 BED BI NQ
Howmep marepuana: 89603
Cepus / Iaprus: 101754
Crnienudukaius Ha TECTUPOBaHUE 1015509-049R-08 WNucnexkunonHast maptus: 8174912
Perucrpanus: He pacdacoBanHslii rpy3
Jlata npousBoacTBa: 2021-06-14
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-12-14
CozpnaHo: 2021-07-16 16:50

Crp. 6 u3 7
Tect Cnenuduxanus Pe3yabTart

CymMmapHOe BBICBOOOKICHNE He menee 45 % 59 %
AaKTUBHOTO BEIIECTBA JlomacTHBIE MEIIANKH/CIIEKTPOCKOTINS
N-A 872 CL, uepe3 7 qacoB (aBTOMaTHUECKAs CUCTEMA IS 62 %
(emMHUYIHBIE 3HAYCHHUS) MIPOBEJICHUS TeCTa PACTBOPCHYSI)
61 %
61 %
59 %
59 %
CymMmapHOe BBICBOOOKICHNE He menee 45 % 60 %
AKTUBHOTO BEIIECTBA JlomacTHBIE MEIIANKH/CIIEKTPOCKOTINS
N-A 872 CL, uepe3 7 qacoB (aBTOMaTHYECKast CUCTEMA JIst
(cpenHee 3HaUeHUE) MIPOBEJICHUS TECTa PACTBOPCHISI)
BricB0OOX IeHE aKTUBHOTO TpeboBanue A (n=6)
BeIIecTBa Hwu ognoOTO 3HAYCHNMS,
N-A 872 CL JIeXKaIIEero BHE Mara3oHa

JO0IYCTUMBIX 3HAYCHUI

MuxkpoOunosiorndeckas 9ucToTa OO611ee KOJIMIECTBO adPOOHBIX JlaHHBII TOKa3aTeNh
mukpoopraanzmos (TAMC)/r < 103 TECTUPYETCS TIEPUOJTUIECKU B
KOE COOTBETCTBUU C YTBEPKIEHHBIM
CraanaptHseiii TecT o Ep.®. rpaduKOM MEPUOTUIHOCTH.

MukpoOHoIornyecKas YucToTa OO0111ee KOJINYECTBO JPOIOKEBBIX U JlaHHBIH ITOKa3aTenb
mwiecHeBbix Tpu6os (TYMC)/r < 102 TECTUPYETCS IIEPUOJAUYECKHU B
KOE COOTBETCTBUH C YTBEPKACHHBIM
Cranpapthsiii Tect no Esp.d. rpaduKoM NEepHOANIHOCTH.

-KoHduaeHumanbHo-



Cepruduxar anaanza

mIBoeh:inger
il Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 65, 88397 bubepax na Pucce, I'epmanus

Ha3zBanne MpoAyKTa:

Howmep marepuana:

Cepus / Iaprus:

Crnienudukaius Ha TECTUPOBaHUE
Perucrpanus:

JaTa npou3BoacTBa:

JlaTa ucteyeHus cpoka roJJHOCTH:
Co3znaHo:

Jlunensus va npomssoactso: DE BW_01_MIA 2020 _0095/DE_ BW_01_GMP 2020 0114

MYKO xarncyis! nposionrupoBansoro aeiicreust 75/218 BED BI NQ

89603

101754

1015509-049R-08 WNucnexkunonHast maptus: 8174912
He pacdacoBanHslii rpy3

2021-06-14

2021-12-14

2021-07-16 16:50

Crp. 7uz 7
Tect Cnenuduxanus Pe3yabTart
MuxkpoOunosiorndeckas 9ucToTa Escherichia coli JlaHHBII TOKa3aTeNh
OtcyrctByeTB I T TECTHPYETCSI IEPHOANICCKH B

COOTBETCTBHUH C YTBEPIKIACHHBIM
rpaduKOM MEPUOTUIHOCTH.

3aKIroYeHue:

IIponyKT COOTBETCTBYET TEKyIINM TpeOOBaHUAM KoMIaHNH bepuHrep
WHarensxaim

JlaTa BeIycKa:
BeimymeHno pykoBoaureneM oTaena
KoHTpoJis kKayectBa: Christine Frey

2021-07-06

Ecnu He yka3aHO OTAENBHO, TO TECTHI OBUTH BBINOJIHEHB KoMnaHuell bepunrep Murenbxaiim.

Haunnelii ceprudukar anamusa 6pu1 coOpMHUPOBaH aBTOMATHYESCKH U JCHCTBUTENICH 0€3 MOHCeH.

Bce natsl B popmare [N'on-Mecsin-JleHs.

-Komnery otuer

-KoHduaeHumanbHo-



MPUJIOXEHUE K CEPTUOUKATY AHAJIN3A (ConpoBoaurtenbHoe ITucbomo)

HaumenoBanue npoxnyxra: JIJA3OJIBAH Makc kancysbsl IpoJOHIMPOBAHHOIO AEHCTBUS 75 ML

Howmep cepuu: 101754
Jata mpomsBoactsa: 14 MIOH 2021
Tonen mo: 14 IEK 2021
Ccoinka Ha HoMep PV, 3apeructpuposansoro B Poccuu: JII1-003519
GID Boehringer
HanmvenoBanne ADU (INN): AMOpOKcoIa THAPOXIOPHT I Ingelhe
Hazpanue npoussoautens AOU: bunaxem C.mA.
AJipec TPOU3BOICTBEHHOM TIOMIAIKH: S. S. nl1 (Padana Superiore), 8
24040 Fornovo S. Giovanni (BG) Italy

[Toxazatens «MukpoOHOIOrnIecKas YUCTOTa» MOXKET OTCYTCTBOBAThH B cepTU(UKATE aHATN3a IPON3BOIUTENS, TAK
KaK JaHHBIA TECT MPOBOIUTCS MUHUMYM Ha 2 CEpPHsX B IO,

HacrosimuM s moaTBep:kaat0, 4To JaHHAs cepusi MPOTECTUPOBAHA IO BCEM MOKa3aTelsiM KauyecTBa, MepeurcIeHHbIM
B crneuudukaiymu HopMaTUBHONH NOKyMEHTauu (KpOME TeX HWCIBITAaHWN, KOTOPBIC HE BHIMOJNHSIOTCS Ha
MPOM3BOJCTBEHHON IUIOMIA/IKE, a WMMEHHO KpOME WCIBITAaHWH Ha aHOMAaJbHYI0 TOKCHYHOCTH M TECTOB C
TIEPHOINIECKUM KOHTPOJIEM).

TToxammcs/mara: 22 UIOJIb 2021
Wwms (mewatHpivu OykBaMn): YIibspuk Miosiex

I[OJ'DKHOCTI)Z YHOOJIHOMOYEHHOC JINILO
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DELPHARM
Reims

Certificate of Conformance and Analysis

Certificate of Conformance
Page: 1
Printed on:11/10/21
at:14:36:07

Product: LASOLVAN MAX prolonged-release capsules
75mg - RUSSIAN FEDERATION

MARKETING AUTHORIZATION No: LP-003519

10 BLISTER
Customer code - Version: 785066 - 003
Active Ingredient(s): AMBROXOL HYDROCHLORIDE 75MG/CAPSULE
Article No . : 320909
Batch/Lot No. 101754A
Bulk Batch No: 101754A
N° of Manufacturing Authorization: M 15/292
EudraGMDP Document Reference No.: 71582
Manufacturing specification: 87025 P330AK0101
Testing specification: 101 5509 049R-08 (15/10/2010)
Date of Manufacture: 06 2021
Expiry Date: 05 2024 .
o 1% wv  A.G e
Batch quantity released 48280 UN N @

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
Tocal 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

Delpharm Reims
10 Rue Colonel Charbonneaux
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 - 003 Printed on:11/10/21
Batch/Lot No.: 101754A at:14:36:07
Bulk Batch No: 101754A
Testing Specification . . .: 101 5509 049R-08 (15/10/2010) Date of Manufacture: 14/06/21
Manufacturing Specification No.: 87025_P330AK0101 Expiry Date . .2 05 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, yellowish-white pellets with a Conforms

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

Date of Analysis : 11/10/21 Signature
No. of Analysis : 408039 Quality Control
| Aude POITRINE | ¢
| ( 11.0CT. 20 [ "
| e
| i//

o




Boehringer Ingelheim Pharma GmbH & Co. KG -
Birkendorfer Strasse 65
88397 Biberach an der Ri8

Germany

~\ Boehringer
||||| Ingelheim

Certificate of Conformance

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 (Manufacturing specification):

TS (Testing specification):

Manufacturing authorization number:

MUCO RETKPS 75/218 BED BI NQ
89603 / 101754

N.A. (BULK)

ambroxol hydrochloride / 75 mg
controlled-release capsules
Hobbocks

90253234

161630

0

1.191.787 Pieces

14 JUN 2021

14 DEC 2021

87025_P330AK0101°
87025_P330AK0201°

AP Certificate: API-CERTIFICATE

Bulkware: 1015509-049R-08"
TS-5767 2.0°
15-62232.0°

DE_BW_01_MIA_2020_0085/
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 and Boehringer Ingelheim International GmbH have been
carried out in full compliance with the GMP requirements of the EU and the terms described in the
Agreement for ensuring compliance with the requirements of the Marketing Authorization{s) as provided by

the respective Marketing Authorization Holder.

Remarks:

Released for climatic zones I-IV.

API: Ambroxolhydrochloride Supplier Batch No.: C90420

Quatified Person / Quatity Assu
D1, Ulrich Mnmz-.x rance

i ; ; B
TNdQoA i *’LLI/ s

guHEEy
“‘.:_19 E :j;_,
3 ,

Date, Name, ¥ Sig,'\ature

Qualified Person/Mucosolvan Facility, Quali‘y Mucosolvan

* according to country specific submission

Vorlage_manuelles CoC_Muco 89603 V04




APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: LASOLVAN MAX prolonged-release capsules

Batch Number: 101754
Manufacturing Date: 14 JUN 2021
Expiry Date: 14 DEC 2021

Reference number to MA registered in Russia: LP-003519

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 specification
(except for tests which are not controlled at the plant, e.g. abnormal toxicity, or periodically controlled tests).

N }Jd‘a 1/ U IAZ?//J O =\ Boehringer

Signature/Date: I .
i Ingelheim
Boehringer Ingethelm
Printed Name: Dr. Ulrich Miihleck Pharma GmbH & Co. KG
88397 Biberach an der Riss

Title: Qualified Person



Certificate of Analysis

Product Name:

Material No.:
Batch / Lot:

i\ Boehringer
lml Ingelheim

Boehringer Ingetheim Pharma GmbH & Co. KG, Birkendorfer Strasse 65, 88397 Blberach an der RI. Genmany
Manufacturing Authorisation: DE_BW_01_MIA_2020_0095/ DE_BW_01_GMP_2020_0114

MUCO RETKPS 75/218 BED BI NQ

89603
101754

Testing Specification: 1015508-049R-08

Inspection Lot: 8174912

Registration: Bulkware
Date of Manufacture: 2021-06-14
Date of Expiry: 2021-12-14
Created on: 2021-07-16 16:50 Page 1 of 7
Specificati
Appearance
Capsules

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
Release requirement:
2iong
Measurement
ldentification
N-A 872 CL
Corresponding to standard.
Thin-layer chromatography
ldentification
N-A 872 CL

Corresponding to standard.
Liquld chromatography

Uniformity of dosage units
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 -

Complies

Complies

Complies

24 %

Requirement A (n=10)
Acceptance value <= 15.0%



Certificate of Analysis N\ Boehringer
lml Ingelheim

Boehringer Ingelheim Phamma GmbH & Co. KG, Birkendorfer Strasse 65, 88397 Biberach an der Ril, Germany
Manufacturing Authorisation: DE_BW_D1_MIA_2020_0095/ DE_BW_01_GMP_2020_0114

Product Name: MUCO RETKPS 75/218 BED BI NQ
Material No.. 89603
Batch / Lot: 101754 Inspection Lot: 8174912

Testing Specification: 1015509-049R-08

Registration; Bulkware
Date of Manufacture: 2021-06-14

Date of Expiry: 2021-12-14
Created on: 2021-07-16 16:50 Page 20f7

Test Specification Result

Water content 06%

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

<1%

<=01%

<=0,1%

<=0,1%

<=0,1%

<1%

- Confidential -



Certificate of Analysis

~\ Boehringer
I"'l Ingelheim

Boehringer Ingethelm Phamma GmbH & Co. KG, Birkendorfer Strasse 65, 88357 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 BI NQ
Material No.: 89603
Batch / Lot: 101754

Testing Specification: 1015509-049R-08

Inspection Lot: 8174912

Registration: Bulkware
Date of Manufacture: 2021-05-14
Date of Expiry: 2021-12-14
Created on: 2021-07-16 16:50 Page 3of 7
Test Specification Resuit
Active ingredieni content
N-A 872 CL 75,28 mg/capsule
71,25 - 78,75 mg/capsule
Liquid chromatography
Active ingredient release
N-A 872 CL, after 1 hour (single values) 23 %
10-30%
UVVIS speciroscopy 24 %
24 %
24 %
23%
23%
Active ingredient release
23%

N-A 872 CL, after 1 hour (mean value)
10-30%
UVNIS speciroscopy

- Confidential -
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Certificate of Analysis ~N\ Boehringer
l"ll Ingelheim

Boehringer Ingelheim 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 BI NQ
Material No.: 89603
Batch / Lot: 101754 Inspection Lot: 8174912

Tesling Specification: 1015509-049R-08

Registration: Bulkware
Date of Manufacture: 2021-06-14

Date of Expiry: 2021-12-14
Created on: 2021-07-16 16:50 Page 4 of 7

Test Specification Result

Active ingredient release

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

UVIVIS spectroscopy 42 %

42 %

1%

40%

40 %
Active ingredient release

41%

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

- Confidential -



Certificate of Analysis N\ Boehringer
lml Ingelheim

Boehringer Ingetheim Pharma GmbH & Co. KG, Birkendorfer Strasse 65. 88387 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 BI NQ
Material No.: 89603
Batch / Lot: 101754 Inspection Lot; 8174912

Testing Specification: 1015509-04SR-08

Registration: Bulkware
Date of Manufacture: 2021-06-14

Date of Expiry: 2021-12-14
Created on: 2021-07-16 16:50 Page 50f 7

Test Specification Result

Active ingredient release

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

UVMIS speciroscopy 82 %

61 %

61 %

59 %

59 %
Active ingredient release

60 %

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

- Confidential -



Certificate of Analysis

=\ Boehringer
||||| Ingelheim

Boehringer ingetheim Pharma GmbH & Co. KG, Birkendorfer Strasse 65, 88397 Blberach 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 BI NQ
Material No.. 89603
Batch / Lot: 101754

Testing Specification: 1015509-049R-08

Inspection Lot: 8174912

Registration: Bulkware
Date of Manufacture: 2021-06-14
Date of Expiry: 2021-12-14
Created on: 2021-07-16 16:50 Page 6 of 7
Test Specification Result
Active ingredient release
Total release of N-A 872 CL, after 7 hours (single value) 59 %
>=45%
UVVIS spectroscopy 62 %
61%
61%
59 %
59 %
Active ingredient release
60 %

Total release of N-A 872 CL, after 7 hours (mean value)

>=45%
UVIVIS spectroscepy
Active ingredient release
N-A 872 CL

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

- Confidential -

Requirement A (n=6)
No individual value lies outside the
tolerance range.

This periodical test will be performed
according to the registered test
frequency.



Certificate of Analysis ~\ Boehringer
lml Ingelheim

Boehringer Ingetheim 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 BI NQ
Material No.. 89603
Batch / Lot: 101754 Inspection Lot: 8174912

Testing Specification: 1015509-049R-08

Registration: Bulkware

Date of Manufacture: 2021-06-14

Date of Expiry: 2021-12-14

Created on: 2021-07-16 16:50 Page 7 of 7

Test Specification Result

Microbiological quality

Total combined yeasts/moulds count (TYMC)/g This periodical test will be performed
_ according to the registered test
<=10*CFU frequency.

Standard test Ph.Eur.

Microbiological quality
This periodical test will be performed

Escherichia colilg
according to the registered test
Not detectable frequency.
Standard test Ph.Eur.
Evaluation:

Product corresponds with the current requirements of Boehringer Ingelheim.

Date of Release:  2021-07-06
Released by (Head of Quality Control). Christine Frey (F REYCH)

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

This centificate 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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Bidachem Sp A IT50/S.S. 11 Padana Superions 8 / 124040 Fomovo San Giovanm BG

Boehringer
Ingelheim

Certificate of Conformance

Product: ambroxol hydrochloride milled it 50um
Article No. / Lot No.: 371469 /C90420

BIX No.: 371469

Dosage Form: SUBSTANCE

Quantity: 248.3 kg

Date of Manufacture: 03 Jun 2020

Retest Date: 03 Jun 2025

Ts: Ref. Certificate of Analysis

I hereby certify that the above information is authentic and accurate

and that all the manufacturing stages of this batch/ lot (alternatively)

of finished product have been carried out in full compliance with the
GMP requirements of the local Regulatory Authority and with the
requirements of the Marketing Authorization(s) of the destination
country/countries. The batch/ lot (altematively) processing, packaging
and analysis records have been reviewed and found to be in compliance

with GMP.
Remarks:

Other Tesling Specifications: 1815017-B24R-01

Date of Release: 17 Feb 2021 Time of Release: 2:45:37 PM CET
Released by: Leccioli , Cristina (LECCIOLI)
Meaning: Quality Assurance

The batchfiot has been released by a Qualified Person.

This certificate of conformance was produced automatically and is also valid without signatures.

- End of Report -
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Certificate of Analysis

Product Name: ambroxo! hydrochloride milled it 50um
Material number: 371469
Batch: C90420

Testing Specification 1815017-924R-02

SKU number: 371469
Vendor number: 900990
Vendor Batch number: 1102595
Registration: General
Date of manufacture: 03 Jun 2020
Retest date: 03 Jun 2025
Test Specification
Appearance White or yeliowish crystalline powder.
Visual test
IR Spectrum Conforms to reference spectrum.
IR spectrophotomelry
Chlorides Reaction Conforms:Precipliation.
Limit test
Solubility Soluble in methanol. Sparingly soluble in
| water. Practically insoluble in methylene
Visual tesi chioride.
Colour of solution Not more intensely coloured than
I reference solution Y6.
Limit {est
Clarity of solution Not more opalescent than reference

. nsion I.
Limit test suspens

o~ Boehringer
:"h Ingelheim

Bidachem S p.A.

Strada Statale 11 (Padana Superiore) n. 8
24040 Fomovo San Giovanni (BG) - italy
Tel.: 439.0363.3552.1

Manufacturing Authorisation:

Inspection Lot;
10000472530

Createdon 17 Feb 2021
Page 1of5

Confomms
Conforms
Conforms

Conforms

Conforms

Conforms




Certificate of Analysis

Product Name: ambroxol hydrochioride milled It 50um
Material number: 371469
Batch: C90420

Testing Specification 1815017-924R-02

pH (Sol. 1%) 45-6.0
Potentiometric determination

Heavy Melals Not more than 10 ppm.
Limit test

Loss on drying s05%

Weighing

Sulphated ash 50,1%

Weighing

Assay (titration with NeOH solution):  99.0-101,0 %
on dried
Assay (titration with NaOH solution)

HPLC IMPURITIES
Liguid chromatography

Compound 1: s0,10%

Liquid chromatography

~"\ Boehringer
lml Ingelheim

Bidachem S.p.A.

Strada Statale 11 (Padana Superiore) n. 8
24040 Fomovo San Giovanni (BG) - italy
Tel.: +39.0363.3552.1

Inspection Lot:
10000472530

Createdon 17 Feb 2021
Page 20f5

59

Conforms

0.0 %

89,7 %

Executed

<0,03%



Certificate of Analysis

Product Name: ambroxol hydrochloride milled It 50um
Material number: 371469
Batch: C80420

Testing Specification 1815017-924R-02

Compound 2: 50,10 %
Liquid chromatography
Compound 3: <0,10%
Liguid chromatography
Compound 4: £0,10%
Liquid chromatography
Compound 5: s0,10%
Liguid chromatography
Compound 6 s0,10%
Liguid chromatography
Unknown Impurity et RRT 1.7 £0,10%
Liquid chromatography
Max unknown impurity s010%

Liquid chromatography

Boehringer
lml Ingelheim

Bidachem S.p.A.

Strada Statale 11 (Padana Superiore) n. 8
24040 Fornovo San Giovanni {BG} - ltaly
Tel.: +39.0363.3552.1

Inspection Lot:
10000472530

Createdon 17 Feb 2021
Page dof 5

<0,03%
<0,03%
<0,03%
<0,03%
<0,03%
<0,03%

<0,03%




Boehringer
Ingelheim

i

Bidachem S.p.A.
Strada Stataie 11 (Padana Superiore) n. 8
24040 Fomovo San Giovanni (BG) - Haly

Certificate of Analysis

Product Name:

Material number:
Batch:

ambroxol hydrochloride milled It 50um

371469
C90420

Tel.: +39.0363.3552.1

Testing Specification 1815017-924R-02 Iinspection Lot:
10000472530

Created on 17 Feb 2021
Page 40f5

Total Impurities s03% <00%

Liquid chromatography

HS-GC Executed

Gas chromatography

Ethanol 5 2000 ppm 279 ppm

Gas chromatography

Toluene s 100 ppm <10 ppm

Gas chromatography

LASER PARTICLE SIZE Executed

Laser-beam diffraction

% <1ym s10% 7%

Laser-beam diffraction

% between 2,2 and 7,5 ym 25-35% 34 %

Laser-beam diffraction

pUHBCTy
e Qe

b“ &)




i) Boehringer
ll”l

Certificate of Analysis Ingelh eim
Bidachem S.p.A. .
Product Name: ambroxol hydrochloride milled it 50um 54"34"5 ;%ﬁgﬁg?:&fﬁ?ggﬁg’f
Material number: 371469 Tel.: +39.0363.3552. 1
Batch: C90420
Testing Specification 1815017-924R-02 Inspection Lot:
10000472530
Createdon 17 Feb 2021
Page 50f5
% between 10,5 ang 18 ym 20-30% 26 %
Laser-baam difiraction
%betweenZSandSOpm £10% 0%
Laser-beam diffraction
% <50 um < 100% 100 %

Leser-beam diffraction

Remarks: -

Evaluation: The product corresponds to the requirements of Boehringer Ingelheim.

Date of Release: 16 Feb 2021  Time of Release: 14:26:05 PM CET
Released By Zambelli, Francesca (ZAMBELL! )
Meaning: Head of Quality Controf

This certificate of analysis was produced automatically and is also valid without signatures..

- End of Report -
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