AEPKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMU Y KUIBCHKIU OBJACTI

npos. Ceitnuunoi Hagii, 3, m.Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Npo AKICTh BBE3EHOr0 B YKpaiHy JiKapcbKoro 3sacoly

12.02.2024 Ne 4022/24/10

ALII® 100

(HaltMEHYBaHHS JIIKaPChKOTO 3aco0y 3FiAHO 3 peecTpauiffHM TOCBIUCHHSIM)
MOPOIIOK U1 opaibHoro posunuy no 100 mr no 3 r mopowmky y nakeruky; no 20 nmakernkie y
KapTOHHIi kKopobui

((hopMa BUTIYCKY, IO3YBAHHS, BH/ MaKyBaHHS JIiKapchKoro 3acoby)
Howmep peecrpauiitnoro nocsiguenns UA/2030/02/01 erpox aii peectpauiitnoro nocsimsenns 01.01.2099
Cepis nikapcrkoro 3aco6y Ne ND5555 KinbkicTh BBe3eHOTO Jlikapebkoro 3acoby 9805

Bupobnux Camorac ®apma 'MOX, HimeyunHa

(HaiiMeHyBaHHs BUPOGHMKA JTiIKapchKOTo 3aco0y, KpaiHa ITOXOJ/KCHHS)

Baesero B Ykpainy TosapuctBo 3 06mesxenoro Binnosiganbuicrio "Cangos Ykpaina',
inent. xon: 38419586

(naitmenyBanns ta ko1 3a CAPTIOVY ropranvanoi ocobn abo npizsuiue, im's, no 6atskoBi diznunol
0co6H -~ nifnpreMud, i Miclle MPOXUBAHHSA Ta peccTpalliiiHuil HoMep 06J1IKOBOT KAPTKH MiIaTHHKA
nonatkis abo cepis Ta HOMEP NacrnopTa)

[Iporoxon Bizyansnoroe xourpomo six 07.02.2024 Ne 0292/5.

3a  pesynbTaTaMH  JepikaBHOTO KOHTPOJIO BCTAHOBJIEHO, IO Jlikapchkuii 3aci® BBeseHo B  Ykpainy 3

AOTPUMAHHSIM BHMOT 3aKOHOJABCTRA 100 3a0E3MICUCHHS AKOCTI TIKapChKUX 3ac00iB.

B.o/ nauarhiika piaainy. aepxasioro
HAIRY 30 AKICTIO pBEICHUN B YKpainy
sikapeuruy sacobin

Ipnya Uil

TR T EIPIABMILG)
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Page 1 of 1
Pharma

GmbH

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1

39179 Barleben, GERMANY

Phone: +49 (0) 39203 71 0
Fax:  +49(0) 39203 71 7770

Certificate of Conformity

Product: ACC® 100, POWDER FOR ORAL SOLUTION 100 MG, 3 G IN SACHET, 20 SACHETS IN
CARTON

Batch-No.: ND5555 Package Size: 20 POS

Print Batch-No.: ND5555 Date of Release: {4 JAl 7074
Bulk Batch-No.: 2128755 Released Quantity: 9.805PC
Manufacturing Date: 24.10.2023 Expiry Date: 09.2026

Marketing Authorization Number: UA/2030/02/01

Sites involved in Manufacture:

Site Manufacturing Authorization No.
Manufacturer Bulk Lindopharm GmbH, Germany DE_NW_03_MIA_2022_0008
Manufacturer Packaging Lindopharm GmbH, Germany DE_NW_03_MIA_2022_0008 .
Release Testing Lindopharm GmbH, Germany DE_NW _03_MIA_2022_0008
Batch Release Salutas Pharma GmbH, Germany DE_ST_01_MIA_2023_0004

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Market-
ing Authorization of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

Separate certificate of analysis attached.

During the course of manufacturing there were

o no relevant deviations that may influence the release of the product

n following deviations which may influence the release of the product (see comments)

Comments:/f

71 BATCH CERTIFICATION
0 | BATCH RELEASE

Name and position of person:

. . [ — -
Date: 0 b AN 7004 Signature: a, R
J RN, LA

P qu /4850 Gep doondS /f%



Certificate of analysis

E. i Inspection order no. 040000031465

L”‘?b% {ACC 100mg 20BEU SALUA {powder tor oral Materiai no.: 40001471

FHARM "solution 100mg/dg, 20 Sachets)

N ] Customer material no.:. 546180 :
Supn Lingopharm Gmbi | e
" Batch 2131212 Bulk materiak: 40001238 Qty. 9.811PC
NDSHESE BU ACC 100mg PLYV PHZ LR SAL thanufactusng date: 2410 2023
Bulk batch: 2128755 B Expiry dater 092026
Operation: 0010 Analytics o o . e ) ) ) Instruction: FP-111
Characteristic o __Specification ) Unit ~ Results )
Method . Min Target  Max o . M Avg.  Max
' Propoties

Appearance hemogensous, white powder! free from agglomerates complies
Odour smed of orange complies
Appearance of test solulion clear to slightly opatescent, colouriess solution complies

nwater

Physical parameters

pH value 2.0 28 2.4
Py B2 2.3

LOss on drying < 1.0 s 0.1
™ Bur.2.2 32

Average {illing weight 2.85 300 315 s} 3.02
tinfarmity of mass: 20720 sachets in the 70 20 Kaphet 20
rango of

© e VES of thes avarage hlling weight

Unitornuty of mass min 1820 sachets o LR 20 Bachet 20
1he range of

‘ < 17 5% of the average filling weight

Uniformily of mnss complies 1o B Bur. 2.4.8 complies
Iddentity

dentity Acelyicysteine (HPLE) the retention time of the aclive subistance peak in the complies

sample solution corresponds 1o that in the reference
solution

Assay P Eur.2.2 29
Assay Acelyloysteine per sachet 5.0 100.0 105.0 mg 102.3
Lindophacm GmbH Version 03 ‘ Centificate of Analysis tssuance datle Page 1 fram 4
Neuslrasse 82 1312 2023

$A07 21 HILDEN : i 18.31

GERMANY



Certificate of analysis

H 1 Inspection order no. 040000031465

Material no.: 40001471

ARy _solution 100mg/3q, 20 Sachets)

Customer material no.: 546180

Lindepharm Gmbi
2131212

Supplier

AI');ntch‘ Bulk malerial, 40001238 Oty 9811741

fRalch no NDESES BU ACC 100mg PLY P42 LK SAL tAanufaclunng date. 24 10 2023
| Bulk batch; 2128765 Expiry dale. 09/2025

Operation: 01020 Microbiological test B _ e e

Characterstic e . Specification , Unit . Results

Method B . Min_ Target Max Min Avg. Max
Microbiclogical quatily . Ph. fur, §.1.4, npo-steriie preparations and

substances for pharmaceutical use

Total aerobic rcrobial count (TAMO) <= 2000 CFUNg  not tested { Lesting every 5th bateh )
PhoBEur 2 612

Total combined yeasts 7 moulds count < w200 CFUg  not tested { testing overy 5th batch )

{TYIC)
Py Eur 2 8612

Microbistogical guality E.cob absent in 1 g not tested ( testing every 5th batch )

B Eur 2.8 13

:L.:ndoplmrm Gtk ¢ Version 03 i Certificate of Analysis Issuance date

Naustragse 62
S407 21 HILDEN
CGEIRMANY

13.12.2023
18:31




Certificate of analysis

inspection order no, 040000031465

&;!A ‘ACC 100mg 208EU SAL DA (powder for oral Material no.: 40001471
ARRAN
AR solution 100mg/3g, 20 Sachets)

Customer material no.: 546180

: Supplier. Lingdoptarm Gmbh

2131212 Bulk material 40001238 Gty - 981190
NOSESE BUAGC 100mg PLY PHZ LI SAL Manufacturing date: 24 10,2323
’ Butk batch: 21287585 » Expiry date: 0972026

Operation: 0230 Finished goods test Instruction: SOP-00189

Characterstic Specification tnit Results

Methoxd ) ) ) } Min  Target Max Min Avg, Max

Appearance

Appearance of packages withaut damage / contammnation complics
AQRBEAranee prunary packaging (ree from product residues, wilheul complies

damage. wilhout contaminaton

Variable data o foiding box readabie and according (o packaging record complies
Yariabie data or primary packaging readable and according to production ceider complies
Sealing correcl seahng complies

Correctness

Completeness of packaging cordent Tolding box camplete, number of sacheis aoooerding complies
& Qg ¢ 0
1o production order, aflet inserted correcily

ldentity

Material no. {olding box Material no. cortesponds (o matenal no. of packaging complies
protocol

Yersion no {olding box Version no. corrasponds to version no of packaging complies
protocel

Matenal no teallel Maternal no. coresponds to matenal no. of packaging compties
protocsl

Vergion no leatiof Version no corespands to version no. of pac cormplies
protoecot

Matenal ne primary packaging Material no. cortesponds to materiat no. of packaging complies
protoce!

VRrsion no prirmary packaging Versian no. corresponds 1o versien no. of packaging complies
protocol

i Lindopharm Gmbt Version 04 CCertihicate of Analysis lsauance date Page 5 Trom 4

Neystrassa 82 1312 2023

40721 HILDEN . 1331
GERMANY i '



FAARN

Certificate of analysis

Inspection order no. 040000031465

FACC 100mg 20BEU SAL UA (powder for oral

solution 100mg/3g, 20 Sachets)

Supplier__Lindopharm Gmbl

Material no.: 40001471

Cus{gfpur matmial no.: §{_¥G180 o

{Operation: 0040 Final signature Head of QC

Characleristic

Method

Approval Miead of QO

The testing was performed aocardmg

on and Lhe

Lo lesting insleug
product has the raqured quildy

213112 Bulk material: 40001238 Oy 981110 |
NRESSES BU ACC 100mg PLV PHZ LF# SAL Manulacluring dater 24.10 2073
Bulk batch: 212875H% Expiry date: 09/202G
. Specification it . Results ;
L Min Target 0 Max Min Avg. Max
must compiy complies

Testing has been performed in accordgance with testing insteuction and the product has the requiced quality,

Remarks noa.

Lingdopharm Bmhid
; Meustrasse 82
ADT 21 HILDEN

CGERMANY

Signed by: Jennifer Gallus, Head of Quality Control

Date, Time: 13.12.2023, 18:31

The document w as electronically signed.

Varsion 03

- Centificate of Analysis

issuance date Page 4 (rom 4
13.12.2023

18:31






CropiHka 1 3 1
Cantorac ¢apma Mv6X

OtT0-BOH-[tOpiKe-Annee 1 1 Pharma
39179 BapnebeH, HIMEHYMHA .+ GmbH
Ten.: + 49 (0) 39203 71 0
dakc: +49(0) 39203 71 7770
CepTtudchikat BignosigHocTi

MpoaykT:

AUL® 100, NOPOLLIOK ANA OPANBHOIO PO34YUHY MO 100 MI, 3 I' B MAKETUKAX, 20

MNAKETUKIB B KAPTOHHIW KOPOBLII
Cepist Ne: ND5555 Po3amip ynakoBku: 20 wr
Happykosanuit Ne Cepi: ND5555 Hata Bunycky: 04.CI4.2024
Homep cepii bulk: 2128755 BunyuweHa kinbkictb: 9805 ynakoBok
Hara BupobHUUTRA: 24.10.2023 Tepmin npupgaTHocTi:  09.2026
PeecTtpauiiHe nocsiguyenHsa Ne: UA/2030/02/01
HinbHuui, 3anyyeHi y Bupo6HUUTBO:

BupoGHuua ginbHuyA Ne niyeHsii Ha BUPOBHULTBO

Bupo6Huk in bulk Ninnodapm FméX, HimevwuuHa DE_NW_03_MIA_2022_0008
Ynakoska Ninpodapm Mubx, HimeuwdnHa DE_NW_03_MIA_2022_0008
TecTyBaHHA Npu BUNYCKY Ningodapm MMbXx, HiMewdnHa DE_NW_03_MIA_2022_0008
Bunyck cepii Cantwrac dapma 'M6X, HimeuuunHa DE_ST_01_MIA_2023_0004

LUum nigreepaxyro AOCTOBIPHICTL | TOUHICTL BULLLeHaBeaeHo! iHchopmalil. [JaHa cepis npenapaTy byna BUroToBReHa,
BKJTHOHHO 3 NakyBaHHSM/MapKyBaHHAM Ta KOHTPOSeM SKOCTI, Ha BULLEBKa3aHil(MX) BUPOBHUYIR(KX) QinbHULLI(SX)
Linkom eignoeiaHo Ao sumor GMP micueBux perynaTopHux opraHis i cneuudikadliit, skasaHux B PeecTpatlinHomy
Hocbke kpaiHu-imnopTtepa. [laHi npo BUroToBMEHHS, YNaKoBKY Ta aHaniau cepii 6ynu nepesipeHi | nigrsepaxeHa ix
BiANOBIAHICTL cTangapTam GMP,

Ceprudikat aHanizy 4oaaeTsCs OKpemo.

Mia 4ac npouecy BUpoGHUUTBA

V' He 6yno BiAXMNEHs, WO MOrMN BRAUHYTU Ha BUNYCK NPOAYKTY

O HacTYNHIi BIAXWNEHA MOrMW BANUHYTK Ha BUNYCK NPOAYKTY (AUB. KOMeHTapi)

KomenTapi: /

V| CEPTUSIKALIA CEPI
o | BUNYCK CEPII

Matthias Jahn

YnosHoBaxeHa ocoba
Hata: 04.CI4.2024 Mianue:  /nidnuc/

Mpizsuuie Ta nocana sBignosigansLHO! ocobu:




CepTtudrikat AHaniay
MNopsigok nepesipku Ne 040000031465
AUL| 100mr 20 BEY CAIN FOA (nopowok ans  Martepian Ne: 40001471
opansHoro poayury 100 mr/3 r, 20
nakeTukis) Marepian 3amosruka No: 546180
Moctavanshuk:  JliHoodapm MMEX
Cepis: 2131212 Marepian bulk: 40001238 K-ctb: 9.811 wrt
Cepist Ne: ND5555 BHO AU, 100mr FINB MX3 NIMX CAN Nata supobHuutea: 24.10.2023
Cepis bulk: 2128755 Tepmin npugatHocTi:  09/2026
[ Onepauis: 0010 AHnaniTuka IncTpykuin: FP-111 |
XapakTtepucTuka Cneuudpikauin OauHnui Pesynbrar
MeTona MiuH Uinb Makc Min  CepepH. Makc
Bnacmueocmi
roMoreHHuit, 6inui nopotok, 6es . .
Onwuc . Bignosigae
arnomeparis
3anax 3anax anenbCuHy Bignosigae
Ofivic aatiiH nposopuii abo 3nerka onanecueHTHUA e _—
P y GesbapBHUA PO3YMH B BOAI A A
®izuyHi napamempu
3HaveHHs pH
€sp. dapm. 2.2.3 2,0 2,6 2.4
BrpaTa B Maci rnpu
BUCYLLIYBaHHI: <1,0 % 0,1
€ep.®. 2.2.32
CepefHsa maca HanoBHEeHH#: 2,85 3,00 3,15 r 3,02
OpHopigHicTs macu: 20/20
nakeTukis B Mmexax = 15 % Big 20 20 MakeTuk 20
cepeHbOl Macy HarnosHeHHs
OpnHopigHicTb macu: MiH. 18/20
nakeTukis B mexax £ 7,5 % Big 18 20 MakeTuk 20
cepeaHbLOol Macy HanoBHEHHSA
OpfHopigHicTs mMacu Bignoeinae €sp.®. 2.9.5 Bignoeigae
10enmudbikauisi €8p.®. 2.2.29
lneHTudikauis AueTUnuMCTeiHy  Yac yTpuMaHHs niky Aito4ol peHoBUHU BiAnosigae
(BEPX) B PO3YMHi 3paska BiAnosinae Takomy B
PO3YUNHI NOPIBHAHHSA
KinbkicHe susHayeHHs €ep.®. 2.2.29
KinbkicHe BU3Ha4eHHS
AueTunuucTeiHy Ha nakeTuk 95,0 100,0 1050 Mk 1023
Ningodapm MiGX Bepcia 03 Ceptudpikat AHanisy Harta gpyky Cropitka 1 3 4
Honwrpacce 82 13.12.2023
40721 XINQEH 18:31
HIMEYYUHA




DRI

Mopsinok nepesipku Ne 040000031465

Ceptudpikat AHanisy

FitARt
ALILL 100mr 20 BEY CAN HOA (nopowok ans
opansHoro posunHy 100 mr/3 r, 20 nakeTukis)

Marepian Ne: 40001471

MaTepian 3amoBHuka Ne: 546180

MocravansHuk: JliHgodapm MGX

Cepis: 2131212 Martepian bulk: 40001238 K-cte: 9.811 wt
Cepist Ne: ND5&555 BKO ALL, 100 mr MNIB MX3 NINX CAN Oata BupobHuyrtea: 24.10.2023
Cepis bulk: 2128755 Tepmid npuaatHocTi:  09/2026
| Onepauin: 0020 MikpobGionoriyaui TecT
XapakrepucTtuka Cneuudpikauis OavHuui PesynbTar
MeTopn Min Hine  Makc Min CepeaH. Make

MikpoGionoriyHa yucrota, €Bp. ®. 5.1.4, He-cTepunbHi
niaroTosku Ta cybcTaHuii Ana dpapMaleBTUdHOro
BUKOPUCTaHHS

3aranbHa KinbkicTe aepoBbHUX

MikpoopraHriamis (TAMC) $2000 KYOIr
€sp. ¢.2.6.12

3aranbHa KinbKicTb ApbkaxKis /

nnichssux rpubis (TYMC) <200 KYOIr
€sp. . 2.6.12

MikpobionoriyHa uucToTa E. coli : "
BidCyTHIi B 11

He TecTyBanocs
(TecTyBaHHs KOXHOI 5i
cepil)

He TecTyBanocs
(TecTyBaHHs KoxHol 51
cepil)

He TecTysanocs
(TECTyBaHHS KOXHOT 51

€sp. ¢. 2.6.13 cepii)

Ninpocapm M6 X Bepcis 03 CepTtudpikat AHanisy HaTta pgpyky CropiHka 2 3 4
HowwTpacce 82 13.12.2023

40721 XINAEH 18:31

HIMEYYMHA




Ceptudcpikar AHanisy
b
3‘;; 3‘&{ Mopsiaok nepesipkn Ne 040000031465
R MaTtepian Ne: 40001471
ALILL 100mr 20 BEY CAfIOA (nopowok ansi o oP
oparbHore posuuHy 100 mr/3 r, 20 nakeTukis) Matepian samosHuka Ne: 546180
Mocravanshuk:  JliHaodapm MMEX I
Cepis: 2131212 Matepian bulk: 40001238 K-ctb: 9.811 wrt
Cepist Ne: ND5555 BHO ALILL 100 mr MNB MX3 NMX CAN Jata supo6Huyrea:  24.10.2023
Cepis bulk: 2128755 Tepmid npuaaTHocTi:  09/2026
| Onepauis: 0030 TecT roToBoOro ToBapy IHcTpyKuin: SOP-00189 |
XapakTepucTuka Cneuudpikauis OanHuui Pesynbrar
MeTon MiH Uine  Makc Miu CepegH. Makc
3oBHilWHIK BUrNag
30BHiLUHI BUMMSO YNakoBOK Be3 NMowKomMKeHb / KoHTaMiHaujl Bignosinae
30BHILWHIN BUFNALA NEepBUHHOT Bes sanuLkis npoayKTy, 6e3 NowKoaAXeHb, signosinae
YNakosKu 6e3 koHTamiHauil
3MiHHI AaHi Ha BTOPUHHIN YurabenbHi Ta BignoBiaaoTh NPOTOKONY Bignosinae
ynakosui yNaKoBKu
3MiHHI AaHi Ha NeEpPBUHHIN YuTabensHi Ta BignosigaloTs BupobHMuoMy  Bianosifae
yrnakosLi 3aMOBNEHHIO
FepMeTUYHICTD MpaBunbHe yWinbHeHHs Bianosigae
TouHicTb
KoMNNeKTHICTL YNnakoBKy BMicT BTOPUHHOT YNakoBKy NOBHUMA, Bignosinae
KiNbKICTb NakeTUKiB BiANOBIAHO
BUPOBHUYOTO 3aMOBMEHHS!, IHCTPYKLIA
po3MileHa NpaBunbHO
laeHTUYHICTL
Ne maTepiany BTopuHHOI ynakosku Ne maTepiany sianosigae Ne matepiany Bianosinae
NPOTOKONY NakyBaHHS
Ne BepCii BTOPUHHOT YNakoBKu Ne Bepcil signosigae Ne Bepcii npoTokony Bignosinae
naKyBaHHA
Ne matepiany iHCTPyKuil Ne matepiany signosigae Ne matepiany sianoeinae
NPOTOKONY NaKyBaHHA
Ne Bepcil iHCTpyKUiT Ne sepcil Bignosinae Ne sepcii npoTokony signosigae
nakyBaHHs
Ne maTepiany nepBuHHOI Ne maTepiany signosigae Ne matepiany sianosigae
ynakoBKu MPOTOKOINY NakyBaHHS
Ne Bepcii nepBUHHOT ynaxkoBKu Ne sepcii sinnosinae Ne sepcii npoTokony Bignosinae
nakyBaHHs
Nivpodapm MB6X Bepcis 03 CepTucpikaT AHanisy Hata apyky CropiHka 3 3 4
Honwrpacce 82 13.12.2023

40721 XINAEH
HIMEYYUHA

18:31




Ceptudcpikat AHanisy

Mopsigok nepesipku Ne 040000031465

ALILL 100mMr 20 BEY CAI I0A (nopowok ans  Marepian Ne: 40001471

opansHoro po3yunHy 100 mr/3 r, 20 nakeTukis) Marepian samosHuka Ne: 546180

MNocTtavanshuk:  Ningodapm MMEX

Cepis:: 2131212 Martepian bulk: 40001238 K-cte: 9.811 wr
Cepist Ne: ND5555 BHO ALLLL 100 mr MANB MX3 NMX CAN [ata supobHuuyrea: 24.10.2023
Cepis bulk: 2128755 Tepmin npugatHocti:  09/2026
[ Onepaduis: 0040 Kiuesun nignuc KepisHuka KA
XapaKkrepuctuka Cneuudpikauis OaguHuui PesynbTar
MeTton Min Uinb  Make Min CepeaH. Make
3aTtBepmxeHHs KepisHukom KA NoBWHHa BignosigaTv Bignosigae

TecTtysanHs 6yno nposeneHo
BiANOBIAHO IHCTPYKLUI TECTYBaHHA
Ta NPOAYKT BiAMOBiAae AKOCTI, L0
BMMaraeTbca

TecTyraHHs 6yno nposeAeHo BIANOBIAHO IHCTPYKUIN TeCTyBaHHS Ta NPOAYKT BiAMNOBiAaE SKOCTI, WO
BUMaracThbCs.

Kum nignucaro: Jennifer Gallus, KepisHuk KonTponto AkocTi
[aTta, Yac: 13.12,2023, 18:31

HoKyMeHT nignnucaHo enekTpoHHO.

MpUMITKI H.3
Fedochenko EFEiizzie:
Tefigna  Esmtara
Nivgobapm MBX Bepcia 03 CeprudcbikaT AHanisy Hata opyky CropiHka 4 3 4
HownwTpacce 82 13.12.2023
40721 XINAEH 18:31
HIMEYYUHA






http://www.tcpdf.org

