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 — 001

AMBPOKCOJIA THJIPOXJIOPHL 75 MI'/
KATICYJIA

320909

007336

007336

M 15/292

71582

87025 P330AK0101

101 5509 049R-08 (15/10/2010)
11 2020

10 2023

111.759 ex.

%,

DELPHARM
Reims

Crpanuna: 1
Pacnieuarano: 19/02/21
B 8:21:49

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.

[oamuch yIoITHOMOYEHHOTO JIAIa
Julie CARETE
17 MAPTA 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,HCTBGHHaH CHGIII/I(i)I/IKaIlI/IHI

Tector

JIA3OJIBAH MAKC kancynsl IpOJIOHTHPOBAaHHOTO
neiictBus 75 mr - POCCUNCKA S OEJIEPALIUA

320909
007336
007336

Kon knnenra-Bepcust: 785066 - 001

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

87025_P330AK0101

Crnemuduxarus

%

DELPHARM
Reims

Crpanuua: 2

Pacniewarano: 6/11/20
B 8:21:49

[ara nmpousBojcTBa:
29/03/2021

Jata ucteueHus cpoka
roguoctu: 02 2024

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 ananusa: 18/02/21

Howmep anamm3a: 400605

Iloamuce COTPpYAHHKA OTACIIa KOHTPOJIS Ka4eCTBa

<Aude POITRINE>

<19 ®EB 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 /007336

He nmpumennmo (6aix)
Ambpokcona ruapoxiopus / 75 mr

Kancyms! npoIOHrMpOBaHHOTO JEUCTBUS
EMKOCTB ¢ KpBIIIKOH

90283450

104918

0

1.216.934 en

06 HOI 2020

06 MAT 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 JUIsl 00ecIIeueH sl COOTBETCTBUS C
TpeboBaHusIMH PeructpanioHHOro(bIx) yA0cToBepeHus(1ii) Kak NpeICTaBICHO Y COOTBETCTBYIOMINX AeprKaTeneit

PEruCcTpaliuOHHbIX yﬂOCTOBepeHHﬁ.

IIpumeuanus:

Brimyck cepun ams kmuMmatndeckux -1V,

A®U: nocraBuuk AMOpokcosa ruapoxiopun Cepus: C08770
VYnonHomouennoe juio/Obecneuenne kauectsa. dp. Ulrich Muhleck

Jlara: 18 Jlex 2020

YnomaomoueHHoe o/ OTBETCTBEHHBIN TI0 00eCcTIeYeHHIO KauecTBa/ Y IbpUK MIOJIeK/ 110 Imu

* B COOTBETCTBHH CO CTPAHOM

Vorlage _manuelles CoC Muco 81641 V13




Cepruduxar anaanza

Ha3zBanne MpoAyKTa:

Howmep marepuana:
Cepus / Iaptus:

Crnenudukaius Ha TECTUPOBaHUE

Perucrpanus:
Jata npousBoacTaa:

I[aTa HUCTCUYCHUS CPOKA TOAHOCTHU:

® Boehringer
Ingelheim

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

MYKO xaricyss! nposionrupoBansoro aeiicrsust 75/218 BED BI

OERY NT

81641

007336
1015509-049R-08

He pacdacoBannslii rpy3
2020-11-06

2021-05-06

WNucnekunonnas maptust: 3550869

Co3znaHo: 2020-12-17 17:09
Crp.1uz 7

Tect Crenndukanns PesysipTar
Omnucanue IIpononroearsie tBepasie  COOTBETCTBYET
Karcys JKCIIATHHOBBIC KAICYJIbI, COCTOSIINE W3

KpPAacHOW HEMpOo3pavyHOWd KpBIIKA |

OpaH)XEBOTO HEIMPO3pPavyHOTr0 KOpITyca:

Ha  KpBIIKE WMEeTCS  II€YaTHOE

o6o03nauenue «MUC 01» Oeioro usera,

Ha KOpIyce HameyataH CHMBOJI

komnanuu bepunrep MHrenpxaiim.

Conepxxumoe KarcyJ: Kpyrnsie

JKEJITOBATO-0eJbIe TPAHYJIbI C TJIaJKOH,

Gnectseit MOBEPXHOCTEIO,

CMeEIlIaHHbIE c HEOOJBIINUM

KOJIMYECTBOM IMOPOIIIKA.

BU3YaJbHBI METOJ
Ornucanue CoOTBETCTBYET KarcyJjie pasmepa 2 COOTBETCTBYET
pa3mepa Kamcy

M3mepuTenbHBIN METOT
[MomnmuHaHOCTH CoOTBEeTCTBYET CTAHAAPTY CoOTBETCTBYET
N-A 872 CL

TonkocnolHas XpomMaTorpadus
[MommuHHOCTH COOTBETCTBYET CTAHIAPTY CoOTBETCTBYET
N-A 872 CL

OOHOPOAHOCTh NO3UPOBAHUS

OOHOPOAHOCTh N03UPOBAHUS

Kunkas xpomarorpadust

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

OnnoponHocts Maccsl N-A 872 CL
BspemmBanue

-KoHduaeHUmansHo-




CeprudukaT anaan3a ® Boehringer
Ingelheim
Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 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: 007336
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 WNucnekunonnas maptust: 3550869
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2020-11-06
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-05-06
Co3naHo: 2020-12-17 17:09
Crp. 2 u3 7

Tect Cnenuduxanus Pe3yabTat
Bona <=2,0% 0,5 %

BHBOIIOMETPHUYECKOE TUTPOBAHUE 110

Kapny @umiepy
Pacnag akTUBHOrO MHIpEeUEHTA <=1% <1l%

N-A 873 CL Kunkas xpomatorpapust

Pacniag akTMBHOTO MHTpEIUEHTA
N-A 872 CL cnupr <=0,2 % <=0,1%
Kunkas xpomatorpapust

Pacniag akTMBHOTO MHTpEUEHTA
N-AB 773 XX <=0,2 % <=0,1%
Kunkas xpomatorpapust

Pacniaj akTHBHOTO MHIPEUCHTA
N-A 1777 CL <=0,2 % <=0,1%
Kunkas xpomaTtorpadust

Pacrmaj akTHBHOTO MHIPEIHUEHTA
Enuanunas <=0,2 % <=0,1%

HeNIeHTH()UIINPOBaHHAS IPUMECH

Pacmiag akTHBHOTO MHTPEIUEHTA
CyMMa Beex mpumecen

Kunkas xpomaTtorpadust

<=1%
Kunkas xpomarorpapust

-KoHduaeHUmansHo-

<1%




CeprudukaT anaan3a @ Boehringer
Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 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: 007336
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 WNucnekunonnas maptust: 3550869
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2020-11-06
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-05-06
Co3znaHo: 2020-12-17 17:09
Crp. 3u3 7
Tect Cnenuduxanus Pe3yabTat
CopeprkaHHe AKTHBHOTO 71,25 -178,75 mr 73,62 mr/kancymiy
WHTpENCHTA / Kamcyna
N-A 872 CL JKunkast xpomarorpadus
PactBopenue
BrICBOOOX ICHIE aKTUBHOTO
BeleCTBa
N-A 872 CL, yepe3 1 yac 10-30% 22 %
(emMHUYHBIC 3HAYCHMS) JlonmacTHBIE MEIIANIKH/CIIEKTPOCKOTIHNS
(aBTOMaTHYeCKasi cUCTeMa st 22 %
MPOBE/ICHUS TECTa PACTBOPCHHS)

22 %

21 %

22%

21 %
BrICBOOOX ICHIE aKTUBHOTO
BelIeCTBa
N-A 872 CL, uepes 1 uac (cpennee 10— 30 % 22%
3HAYEHUE) JlomacTHbIe METITAIKH/CTIEKTPOCKOTIHSI

(aBTOMaTHYECKas cCUCTEMA JIJIsI
NPOBEICHUSI TECTA PACTBOPEHUS)

-KoHduaeHUmansHo-



Cepruduxar anaanza

@Boehﬁqger

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 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: 007336
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 WNucnekunonnas maptust: 3550869
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2020-11-06
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-05-06
Co3naHo: 2020-12-17 17:09
Crp. 4u3 7

Tect Cnenuduxanus Pe3yabTat
BricBOOOXKIEHUE AaKTUBHOI'O 25-45% 38 %
BeIllECTBA JlonmacTHBIE MEIIANKH/CIIEKTPOCKOTIUS
N-A 872 CL, yepe3 3 uaca (aBTOMaTHYECKas cUCTeMa JJIs 37 %
(emMHUYHBIC 3HAYCHMS) MPOBE/ICHUS TECTa PACTBOPCHHS)

37 %

37%

37 %

37 %
BricBOOOXIEHNE AKTUBHOIO 25-45% 37 %

BEIL[ECTBA
N-A 872 CL, yepe3 3 uaca
(cpennee 3HaueHMeE)

JlomactHbie MeHIaJ'IKI/I/CHCKTpOCKOHI/Iﬂ
(aBTOMaTI/I‘{eCKaﬂ CHUCTEMA JIA
IMpOBEACHUS TECTA paCTBOpeHI/IH)

-KoHduaeHUmansHo-




Cepruduxar anaanza

@Boehﬁqger

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 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: 007336
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 WNucnekunonnas maptust: 3550869
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2020-11-06
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-05-06
Co3naHo: 2020-12-17 17:09
Crp. 5u3 7

Tect Cnenuduxanus Pe3yabTat
BrIcBOOOXIEHNE aKTHBHOTO 45 - 65 % 57 %
BeIllECTBA JlonmacTHBIE MEIIANKH/CIIEKTPOCKOTIHUS
N-A 872 CL, yepe3 7 yacoB (aBTOMaTHYECKas cUCTEMA JJIS 56 %
(emMHUYHBIC 3HAYCHMS) MPOBE/ICHUS TECTa PACTBOPCHHS)

56 %

56 %

56 %

56 %

56 %
BricBOOOXIEHNE AaKTUBHOIO 45 -65 % 56 %

BEIL[ECTBA
N-A 872 CL, uepes 7 yacoB
(cpennee 3HaueHMeE)

JlomactHbie MeHIaJ'IKI/I/CHCKTpOCKOHI/Iﬂ
(aBTOMaTI/I‘{eCKaﬂ CHUCTEMA JIA
IMpOBEACHUS TECTA paCTBOpeHI/IH)

-KoHduaeHUmansHo-




CeprudukaT anaan3a ® Boehringer
Ingelheim

Bepunrep Murensxaiim ®apma I'moX u Ko. KI', bupkennopdep Llrpacce 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: 007336
CrierudpuKanms Ha TECTUPOBAHUE 1015509-049R-08 WNucnekunonnas maptust: 3550869
Peructpauusi: He pacdacosanHslii rpy3
Jata npousBojacTBa: 2020-11-06
JlaTa ucteyeHus: cpoka roAHOCTH: 2021-05-06
CozpnaHso: 2020-12-17 17:09
Crp. 6 u3 7

Tect Cnenuduxanus Pe3yabTat
CyMMapHOe BBICBOOOKICHUE He menee 45 % 57 %
aKTUBHOTO BCICCTBA JlonmacTHBIE MEIIATKH/CIIEKTPOCKOTHUS
N-A 872 CL, gepe3 7 yacor (aBTOMaTHYECKAsI CUCTEMA ISt 56 %
(emMHUYHBIE 3HAYCHHMS) MIPOBEJICHUS TeCTa PACTBOPCHISI)

56 %

56 %

56 %

56 %
CyMMapHOe BBICBOOOKICHUE He menee 45 % 56 %
aKTUBHOTO BCICCTBA JlonmacTHBIC MEIIANIKH/CIIEKTPOCKOTIHUS
N-A 872 CL, uepe3 7 gacor (aBTOMaTHYECKAsI CUCTEMA ISt
(cpenHee 3HaUeHUE) MIPOBEJICHUS TECTa PACTBOPCHYSI)
BricB0OOX IeHNE aKTUBHOTO Tpebosanue A (N=6)
BEIlleCTBA Hu onHOro 3HaueHwus,
N-A 872 CL JIEXKAILETO BHE JMana3oHa

JOIYCTUMBIX 3HAYCHUI

MukpobHonorniyeckas YucToTa OO0111ee KOIMYECTBO a3pOOHBIX JlaHHBIH ITOKa3aTenb
mukpoopraausmos (TAMC)/r < 103 TECTUPYETCS IEPUOAUIECKH B
KOE COOTBETCTBUU C YTBEPKIEHHBIM
CraanaptHeiid TecT o Ep.®. rpaQuKOM NENFAIIIHOCTH.

-KoHduaeHUmansHo-



Cepruduxar anaanza

@Boehriqger

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

Ha3zBanne MpoAyKTa:

Howmep marepuana:

Cepus / Iaptus:

Crnenudukaius Ha TECTUPOBaHUE
Perucrpanus:

Jata npou3BoacTBa:

JlaTa ucteyeHus cpoka roJHOCTH:
CozpnaHso:

JInuensus Ha npoussoacteo: DE_BW_01_MIA_2020_0095/DE_BW_01_GMP_2020_0114

MYKO xaricyss! nposionrupoBansoro aeiicrsust 75/218 BED BI
OERY NT

81641

007336
1015509-049R-08

He pacdacoBannslii rpy3
2020-11-06

2021-05-06

2020-12-17 17:09

WNucnekunonnas maptust: 3550869

Crp. 7u3 7

Tect Cnenuduxanus

Muxpobnomorngeckast YuCToTa

MI/IKp06I/IOHOI‘I/I‘I€CKaH HYUCTOTa

Pesyabrar

OO011ee KOJIMIECTBO JPOAOKEBBIX U JlaHHBIN TTOKA3aTeNb
mecHeBbIX rpubos (TYMC)/r < 10? TECTUPYETCS TIEPUOJTUIECKU B
KOE COOTBETCTBUU C YTBEPKIEHHBIM
CraanaptHeiii TecT o Ep.®. rpaduKOM MEPUOTUIHOCTH.

Escherichia coli
OtcyrctByeTrB I T

JlaHHBIN TTOKA3aTENb
TECTHPYETCSI IEPHOANICCKH B
COOTBETCTBUH C YTBEPIKICHHBIM
rpaduKOM MEPUOTUIHOCTH.

3aKIroYeHue:

IIponyKT COOTBETCTBYET TEKyIINM TpeOOBaHUAM KoMIaHNH bepuHrep
WHarensxaim

Jlarta BbITyCcKa:

BLIHyHIeHO PYKOBOOAUTEJIEM OTACIA

KOHTPOJISI Ka4eCTBaA:

2020-12-10

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

Jlaunsi ceprudukar anaamuza 6511 cOpMHUPOBAH ABTOMATHUYECKH U JEHCTBUTEIICH 03 IOIHCeH.

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

-Komner otuer

-KoHduaeHUmansHo-



MPUJIOXEHUE K CEPTUOUKATY AHAJIN3A (ConpoBoaurtenbHoe ITucbomo)

HaumenoBanue nponyxra: JIASOJIBAH Makc kancyss! IpoJOHTMPOBAHHOIO AEHCTBUS 75 ML

Howmep cepun: 007336

Jata mpomssoacrea: 06 HOS 2020

Tomen mo: 06 MASI 2021

Ccpuika Ha HoMep PV, 3apeructpuposanunoro B Poccun: JITT-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 JaHHBIA TECT MPOBOIUTCS MUHUMYM Ha 2 CEpPHsX B TOI.

Hacrosimum s moaTBep:k a0, 4TO JaHHAs cepusi MPOTECTUPOBAHA MO BCEM MOKa3aTelsiM KauyecTBa, MepeurcIeHHbIM
B crneuudukarmu HopMaTUBHON MOKyMEHTanuu (KpOME TeX HWCIBITAaHUN, KOTOPBIC HE BBINOJHSIOTCS Ha
MPOM3BOJICTBEHHOHN IUIOMIA/IKE, a WMMEHHO KpOME WCIBITAHHH Ha aHOMAaJbHYI0 TOKCHYHOCTH M TECTOB C
TIEPHOINIECKUM KOHTPOJIEM).

TToanuce/mara: 18 Jlex 2020
Wwms (mewatHpivu OykBaMn): YIispuk Miosiex

I[OJ'DKHOCTI)Z YHOOJIHOMOYEHHOC JIMLO




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:

2

DELPHARM
Reims

Certificate of Conformance

Page: 1
Printed on:19/02/21
at:8:21:49

LASOLVAN MAX prolonged-release capsules
75mg - RUSSIAN FEDERATION

MARKETING AUTHORIZATION No: LP-003519
10 BLISTER

785066 - 001

AMBROXOL HYDROCHLORIDE 75MG/CAPSULE

320909
007336
007336
M 15/292
71582

87025_P330AK0101

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

11 2020

10 2023

111,759 UN

Certification statement:

"1 hereby certify that the above information is authentic and accurate and that all the ma e
of this batch of finished product have been carried out in full compliance with the GMP re;g
Jocal Regulatory Authority, the EU and with the requirements of the Marketing Author1zat1on¢&gfo\ the
destination country/countries. The batch packaging and analysis records have been reviewed and fbunnw '
in compliance with GMP. Any deviations have been assessed and closed prior to batch release. .

Cfgtg}(mg avsged
ents of the

The batch has been released by a Quatified Person”.

Qualified Person Julic CARETTE :
Signature
17 MARS 201 %

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : LASOLVAN MAX prolonged-release capsules75mg - RUSSIAN FEDERATION

Article No. .: 320909
Batch/Lot No.: 007336
Bulk Batch No: 007336
Testing Specification

Customer code - Version: 785066 - 001

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

2

DELPHARM
Reims

Page: 2
Printed on:19/02/21
at:8:21:49

Date of Manufacture: 6/11/20

Manufacturing Specification No.: 87025_P330AK0101 Expiry Date . . . .: 10 2023
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

Round, yellowish-white pellets with a Conforms

Capsule contents

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

Date of Analysis : 18/02/21
No. of Analysis : 400605

Signature
Quality Control

Aude POITRINE |\ 7T
19 FEV. 201 ') <

— ’
= JAME e,
a »,«m&(_])’j\\

W2



Boehringer Ingelheim Pharma GmbH & Co. KG -

Birkendorfer Strasse 65
88397 Biberach an der Ri8
Germany

Product:
Article No./ Lot No.:

Marketing Authorization No.:

Active Ingredients / Strength:

~Y Boehringer
||||| Ingelheim

Certificate of Conformance

MUCO RETKPS 75/218 BED BI OERY NT
81641 /007336

N.A. (BULK)
ambroxol hydrochloride / 76 mg

Dosage form: controlled-release capsules
Container Type: Hobbocks

Order-No.: 90283450

BIX No.: 104918

BIX Version: 0

Quantity: 1.216.934 Pieces

Date of Manufacture: 06 NOV 2020

Date of Expiry: 06 MAY 2021

MDS (Manufacturing specification):

TS (Testing specification):

87025_P330AK0101°
87025_P330AK0201

APl Certificate: API-CERTIFICATE

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

Manufacturing authorization number:

DE_BW_01_MIA_2020_0085/

DE_BW_01_GMP_2020_0114

I hereby confirm that the manufacturing stages referred to in Appendix 4 of the Quality Assurance
Agreement between Sanofi Winthrop Industrie and Boehringer Ingetheim 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: Ambroxolhydrochioride, Supplier, Batch No.: C08770

D, wirice MThles
7 |

K Qo oo telee 2 [ 4,

v‘—
[

Date, Name, Sigpature

TR il e B Ao

Qualified Person/Mucosolvan Facility, Quality Mucosolvan

* according to country specific submission

Vorlage manuelles CoC_Muco 81641 V13




APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: LASOLVAN MAX prolonged-release capsules

Batch Number: 007336
Manufacturing Date: 06 NOV 2020
Expiry Date: 06 MAY 2021

Reference number to MA registered in Russia:  LP-003519

Name of API (INN): Ambroxol hydrochtoride

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.

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 controlied tests).

-

/
N

€O

; X Quatthed Persan / Gua ! &
Signature/Date: D Uiet. Mm’m‘u’ ance
R

18, Dez. zozﬁ'

Printed Name: Dr. Ulrich Mihleck

Title: Qualified Person




Certificate of Analysis N\ Boehringer
lI"I Ingelheim

Boehringer Ingelheim Pharma GmbH & Co. KG, Birkendorfer Strasse 65. 88397 Biberach an der RiB, 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: 007336 Inspection Lot: 3650869

Testing Specification: 1015509-049R-08

Registration: Bulkware
Date of Manufacture: 2020-11-06
Date of Expiry: 2021-05-06
Created on: 2020-12-17 17:09 Page 1 of 7
Test Specification Result
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.
Thin-layer chromatography
Identification
N-A 872 CL
Corresponding to standard.
Liquid chromatography y 7 ?’Q}"’ \
Uniformity of dosage units _:.,)r{, / ) A
Uniformity of mass of N-A 872 CL Acceptance value 20% f,( Canobu POSHT \? 2
<=15,0% AL \\ S s“\dﬁx‘.ﬁﬁ"d &‘)]JE
Weighing Ny
4

Uniformity of dosage units

~ e
Uniformity of mass of N-A 872 CL ey

o b
) C % a.;;,‘»y

L
Weighing

- Confidential -



Certificate of Analysis

N\ Boehringer
||||| Ingelheim

Boehringer Ingetheim Pharma GmoH & Co. KG. Birkendorfer Strasse 65, 88397 Biberach an der Ri. Germany
Manufacturing Authorisavon, DE_BW_01_MIA_2020_0095/ DE_BW_01_GMP_2020_0114

Product Name: MUCO RETKPS 75/218 BED 81 OERY NT
Material No.: 81641
Batch / Lot: 007336

Testing Specification: 1015509-049R-08

Registration: Bulkware
Date of Manufacture: 2020-11-06
Date of Expiry: 2021-05-06
Created on: 2020-12-17 17:09
Test Specification
Water content
<=20%

Bivoltametric Karl Fischer titration
Active ingredient degradation
N-A 873 CL
<=1%
Liquid chromatography
Active ingredient degradation
N-A 872 Aicohol
<=02%
Liquid chromatography
Active ingredient degradation
N-AB 773 XX
<=02%
Liquid chromatography
Active ingredient degradation
N-A 1777 CL
<=02%
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

- Confidential -

Inspection Lot: 3550869

Page 2 of 7

<1%

<=0,1%

<=0,1%

<=0,1%

<=01%




Certificate of Analysis ~\ Boehringer
I"Il Ingelheim

Boehringer ingetheim Pharma GmbH & Co. KG, Birkendorfer Strasse 65, 88397 Biberach an der Ril. 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
Materiai No.: 81641
Batch / Lot: 007336 Inspection Lot; 3550869

Testing Specification: 1015509-049R-08

Registration: Bulkware
Date of Manufacture: 2020-11-06
Date of Expiry: 2021-05-06
Created on: 2020-12-17 17:09 Page 30of 7
Active ingredient content
N-A 872 CL 73,62 mg/capsule
71,25 - 78,75 mg/capsule
Liquid chromatography
Active ingredient release
N-A 872 CL, after 1 hour (single values) 22%
10-30%
UV/VIS spectroscopy 22 9,
22 %
21%
22 %
21 %
Active ingredient release
N-A 872 CL, after 1 hour (mean value) 22 %
10-30%
UV/IVIS spectroscopy

- Confidential -



Certificate of Analysis

~N\ Boehringer
ll"l Ingelheim

Boehringer Ingelineim Pharma GmbH & Co KG Birkendorter Strasse 65. 88397 Biberacn an der Ri3, 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: 007336

Testing Specification: 1015509-049R-08

Inspection Lot: 3550869

Registration: Bulkware
Date of Manufacture: 2020-11-06
Date of Expiry: 2021-05-06
Created on: 2020-12-17 17:09 Page 4 of 7
Test Specification Result
Active ingredient release
N-A 872 CL, after 3 hours (single values) 38%
25-45%
UVIVIS spectroscopy 37 %
37%
37 %
37 %
37%
Active ingredient release
7%

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

- Confidential -
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Certificate of Analysis AN Boehringer
||||| Ingelheim

Boehringer Ingelheim Pharma GmbH & Co. KG, Birkendorfer Strasse 65, 88397 Biberach an der Ri. Germany
Manufaciuring 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: 007336 Inspection Lot: 3550869

Testing Specification: 1015509-049R-08

Registration: Bulkware
Date of Manufacture: 2020-11-06
Date of Expiry: 2021-05-06
Created on: 2020-12-17 17:09 Page 5 of 7
Test Specification Result
Active ingredient release
N-A 872 CL, after 7 hours {single values) 57 %
45-65%
UV/VIS spectroscopy 56 %
56 %
56 %
56 %
56 %
Active ingredient release
N-A 872 CL, after 7 hours (mean value) 56 %
45-65%
UVAVIS spectroscopy

- Confidential -



Certificate of Analysis

Boehringer
||||| Ingelheim

Boehringer Ingetheim Pharma GmbH & Co KG. Birkendorfer Strasse 65, 88397 Biberach an der R Germany
Manufacwring Authorisation. DE_BW_01_MIA_2020 0095/ DE_BW _01_GMP_2020_0114

Procuct Name:

Material No.: 381641
Batch / Lot: 007336

Testing Specification: 1015509-049R-08

MUCO RETKPS 75/218 BED BI OERY NT

Inspection Lot: 3550869

Registration: Bulkware
Date of Manufacture: 2020-11-06
Date of Expiry: 2021-05-06
Created on: 2020-12-17 17:09 Page 6 of 7
Test Specification Resuit
Aclive ingredient release
Total release of N-A 872 CL, after 7 hours (single value) 57 %
>=45%
UV/VIS spectroscopy 56 %
56 %
56 %
56 %
56 %
Active ingredient release
Total release of N-A 872 CL, after 7 hours (mean value) 56 %

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

Microbiological quality
Total aerobic microbial count (TAMC)/g
<= 103CFU
Standard test Ph.Eur.

- Confidential -

Requirement A (n=6)

No individual value lies outside the
tolerance range,

0 a ) =
5 »,,'“ /;“‘“ —

This periodical tesg(» %@per‘forméi \\j\ N
according to the jegistored test W=, 2
frequency. 5O A7 Yo
2|
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Certificate of Analysis Boehringer
I"II Ingelheim

Boehringe- Ingelheim Pharma GmbH & Co. KG. Birkendorfer Strasse 65, 88397 Biberach an ger Rif}, Garmany
Manufactunng 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: 007336 inspection Lot: 3550869

Testing Specification: 1015508-049R-08

Registration: Bulkware
Date of Manufacture: 2020-11-06
Date of Expiry: 2021-05-06
Created on: 2020-12-17 17:09 Page 7 of 7
Test Specification Result
Microbiological quality
Total combined yeasts/moulds count (TYMC)/g This periodical test »yill be performed
<= 102 CFU farzz?]rg:ég to the registered test
Standard test Ph Eur.
Microbiological quality
Escherichia colifg This periodical test will be performed
Not detectable 32:?;?523 to the registered test

Standard test Ph.Eur.

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

Date of Release:  2020-12-10
Released by (Head of Quality Control) Christine Frey (FREYCH)

R Jo=Gi6o Ciros
iIf not otherwise marked, the testing points were performed by Boehnngen,«fgej‘:a-f&:,

ANEC

This certificate of analysis was produced automatically and is also vahd
All dates in format Year-Month-Day. a3

- End of Report -

- Confidential -
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