Merckle GmbH

Ceprudpmkar ananusa  crommain
Russian Fed. Aara npoussoacraa loaen ao sepcva
04.2023 04 2026 02
Cepus Cepus knuenTa Cepus noctasumka
0616870 0616870
Hemep konTpons
202304025188
npoaykra 1D Cneundimkaumn
POAA POAA-11rtp
Kalymin 60 N tabs 60 mg 100 No.1
Kanumuh® 60 H Tabnetku, 60 mr (dnakoH) 100 x 1 (navka kapToHHas)
AHanuasi Cneuudpukaumn Peaynwrar
OBuwme u cneunduveckue
XapaKTepUCTUKM
onucanue bBenkie, ABOAKOBBINYKNbIE,
npeaonroBarTbie TabneTky ¢ pUCKon
Ha OHOWK CTOPOHE, BO3MOXHO
Hanu4ve WepoxoBaTocTen, 4To
0BYyCrnoBNeHo NPoyeccom
NPOU3BOACTBA W HE BNUAET Ha
KauecTBo npoayra COOTBETCTBYET
Cpeatsnn macca v OfJHOPOAHOCTh
Maccel TabneTku
640,0 - 680,0 mr 655,9 mr
0QHOPOAHOCTL Macchl TabneTku 18/20 + 5,0% 20 wryk
220100 % 0 wryk
OAHOPOAKHOCTL J03MpOBaHUA
Ph. Eur. Kputepuit npuemnemocty (AV)
ana 10 rabnetok — He Bonee 15 %,
ecrniv AV Gonee 15 %, nposogar
ucnoiTanue ewwe Ha 20 tabneTtkax
AV ans 30 TabneTtok — He Bonee
15 %; conep;aHne akTUBHoro
BEL|ECTBa B KaXoh TabneTke
AomxHo Bbime 0T 0,75M go 1,25M
CoOTBETCTBYET
kpuTepuit npuemnemoctu (L1) AV == 15 1%

Merckie GmbH
Graf-Arco-Strafle 3
D-88079 Ulin
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Kalymin 60 N tabs 60 mg 100 No.1
Kanumun® 60 H Ttabnetku, 60 mr (onakon) 100 x 1 (nayka KapToHH

as)

AHanusbt Cneundunkaunn

Pesynurar

TecT Ha NOANUHHOCTEL

nupngocTurMuH (BOXX) Bpema yaepxusanus
OCHOBHOIO MWKa Ha
XPOMETOrpamMmme UCTbITyemMoro
pacrsopa [LOMXKHO :
COOTBETCTBOBATL BPEMEHU
YAEDKUBAHUA NUKa
AUPUAOCTUIMUHE Ha
xpomaTorpaMmme
craHfapTHoro pacTteopa

bpomug KauecTtsenHas peakyun Obpasosanue onanecyupyroulero
ocapka GnegHo-xenroro yserta

COOTBETCTBYET

cooTBETCTBYET

PoncreeHnbie npumecu

3-rUAPOKCUNUPUANH He Donee 0,2 % < 0,01 %
3-rugpokeu-1-MeTunnupuanHui :
Bpomua He bonee 2,0 % 0,03 %
J-pumeTunkapGamMonnoKCHNMpUaArH He Bonee 0,2 % <0,01%
e4MHUYHAs HeWleHTUthuYMpoBarHas
npumecs He Bonee 0,2 % 0,01 %
CYMMa HEUABRTUDULUMPOBAHHBIX
npumeced He Gonee 1,0 % 0,02%
CYMMa BCEX npumMecen re Gonee 3,0 % 0.05%
Konuvecrtsennoe onpegenenue
KonudectaexHoe onpegenenue (BOXX)

Ot 57,0 no 63,0 mrirabn., yto 59,0 mr
B NpoueHTax cooTeeTtcTByeT ot 95 g0 105 % oT

3851BNEHHOr0 KoNu4ecTea

nupuaocTurmuHa Bpomuaa 98 %

Merckie GmbH
Graf-Arco-Strafie 3
D-85079 Ulm



Ceprudomkar aHanusa Crpanuua 313
Aata nponasoacrsa Fonen ao BeEpCKUn
04.2023 04.2026 02
Cepun Cepus KnnweHTa Cepus nocraBuinka
0616870 0616870
Homep koHTpona
202304025188
npeaykra 1D CreundukaLmn
POAA POAA-11rtp
Kalymin 60 N tabs 60 mg 100 No.1 ‘
KanumuH® 60 H Tabnetku, 60 mr (conakon) 100 x 1 (navuka kapToHHas)
AHanunibi Cneunduxaums Pesynbrar
PacTBOpeHnue
nvpuaoCcTUrMuHa Spomuga
yepes 45 MUHYT He meHee 70 % (Q) 100 %
Mukpobuonoruyeckan YucToTa
TAMC: Obuwee yncno aspobHbix
MUKPOOPFraHW3aMoB —
He Gonee 10° KOE s 11 < 10 KOE/r
TYMC: Ofuee YACNO APONOKEBbIX W
nnecHesbix rppbos —
He bonee 10°KOE g1 r < 10 KOE/r
E. coli Orcyrcreue Escherichia
colig1r cooTBeTcTByeT
AHanuTv4eckue pesynerarhl
AHanuTuyeckue pesynsTarhl
C BHELLUHEro canTa TeCcTUpoBaHua AOMKHE! COOTBETCTBOBATL COOTBETCTBYET

Bbino onpefenero, 4To AaHHan Cepus COOTBETCTBYET Crieyudrkalnm Ha NPoayKT
AaHHbii QOKYMeHT Bbin CO3AaH B 3INEKTPOHHOW cucTeme

Merckle GmbH
Graf-Arco-Strafle 3
D-88079 Ulm




Mepkne I'm6X

CepTudumkar Ha BbINyck cepum

CTtpaHa:
MpoayxT:
Cepus roToBoro npoagykra:

Cepusa Mepkne Ne:
SAP Ne:

NekapcTBeHHas opma:
[eicTeyowee BeLWecTBo:
YcnoBus xpaHeHus:
Homep PY:

BbinywjeHHoe kon-Bo:

NuueHsuna Ne:

Ceptuchukar GMP:

OnucaHue npogykuuu:
YnakoBka:

Cepua Ha BTOpPUMYHOM yNakoBKe:

Cepusa Ha NepBUYHOI YNaKoBKe:

JtuteTka:
Mavku KapToHHbIE:

MHeTpykums:

MpouasoguTens HGanka:

YnakoBLKK:

KoHTponb kauecTBa:

Mepkne MMBX
padb-Apko-LUiTpacce 3
D-89079 ¥Ynbm

Poccus

Kanumud 60 H tabnetku 60 mr 100 x1

0616870 [ata npoussoacrea: 04.2023
0616870 [arta okoH4aHuA cpoka rogHocTu: 04.2026
180609 O6bém ynakosku: 100
Ob6bem naptum: 881 800
TabneTku

MupupocTurmunia 6pomug

XpaHuTb Npu Temnepartype He Bbiwe +25 C°
P N015236/01

8810

DE_BW_01_MIA_2023_0057/DE_BW_01_Merckle
Bannep

DE_BW_01_MIA_2023_0056/DE_BW_01_Merckle Ynbem

DE_BW_01_MIA_2022_0088/DE_BW_01_Merckle
BnayGoipeH

DE_BW_01_GMP_2023_0108_valid (Bnay6oiipeH)
DE_BW_01_GMP_2023_0086_valid (Ynem)

DE_BW_01_GMP_2023_0087_valid (Bnay6oipeH-
Bawnnep)

100 TabneTok cTeknsAHHLIA hnakoH
0616870

0616870

184336.03-RU

184335.03-RU

600098285

KINOKE ®APMA CEPBUC NVIBX
Strassburger strasse 77

77767 - Appenweier

FepmaHusa

Knoke ®epnakyHrc-Cepeuc MmM6X
Max-Becker-Strasse 6,

76356 Weingarten

lepmanus

KNOKE ®APMA CEPBWUC rMBX
Strassburger strasse 77

77767 - Appenweier

epmaHus

Cepua Mepkne 0616870/180609

Crp.1/2



Mepkne T'm6X

dapmayeBTuyeckas Apesuchapma M'MEX
cybecranuyua/ DE-Radebeul, Meissner Strasse 35
MNpoussoautens 01445-Radebeul

lepmaHus

BbinyckaloLwuit KOHTpOnb MEPKNE MBX

KayecTBa: Ludwig Merckle strasse 3
89143 - Blaubeuren
lepmanun

Mpw BbINYCKE 4AHHOW NApPTWUK He OblNo 3aperncTPUpPOBaHO CEPbE3HBIX N KPUTUYECKUX OTKINOHEHWUIA.

HacToawwmMm noaTeepxaai, YTo Bbilleyka3aHHan MHopMauus oCToBEepHa U TOMHA.
[anHaa napTus npogykTa bbina npou3eefeHa, BK4Yas YNakoBKy M KOHTPOMNb KayecTsa B
cooTBeTCTBUM C eBponenckumn GMP TpeboBaHuaMM 1 B COOTBETCTBUM CO cneuudukayvei
PeructpauyuoHHoro yaoctoeepeHus. [ponssoacTeo, ynakoBka u aHanus AaHHoW napTuy Bbin
npoeegeH B cooTBeTcTEum ¢ GMP.

[aHHas napTus BbinyweHa ANs peanusayvu.

[ara/Bpems: 01.08.2023/15:19:59 CET
OpobpeHo: Armin Leifick
YnonHomo4eHHoe nuuo

[aHHBIN QOKYMEHT CO3[aH B 3MeKTPOHHON CUCTEME C 3NEKTPOHHOM NOANUCHIO

MNepesopg BepeH:

q ec H 0 K Digitally signed by YecHok

Mapuna Cepreesxa
DN:

Ma p VI H a email=Marina.Chesnok@teva.ru,
1.2.643.3.131.1.1=120C343032333
133333735393031,
1.2.643.100.3=120B313437303231
Ce p ree B H 3433313232, givenName=Mapuna
CepreesHa, sn=YecHok,

cn=YecrHok Mapuna CepreesHa
a Date: 2023.09.18 12:28:41 +03'00'

Mepkne MmM6X
Ipach-Apko-LLTpacce 3
D-89079 Ynbm

Cepus Mepkne 0616870/180609

Ctp.2/2



Merckie GmbH

Release confirmation

Country:
Customer:
Product:

Batch Finished Prod:
Merckle batch no.:
SAP no.:

Dosage form:
Active ingredient:
Storage advise:
Registration no.:
Released quantity:
License no:

Certificate of GMP;

Russian Fed.

Teva

Kalymin 60 N tabs 60 mg 100 No.1

0616870 Manuf. date: 04.2023
0616870 Expiry date: 04.2028
180609 Pack size: 100

Tablets Batch size: 881.000

Pyridostigmine Bromide

Do not store above + 25C

P NO. 015236/01

8.810,000

DE_BW_01_MIA_2023_0057/DE BW_01_Merckle Weiler
DE_BW_01_MIA_2023_0056/DE_BW_01_Maerckle Ulm
DE_BW_01_GMP_2023_0108 - valid (Blaubeuren)

DE BW_01_GMP_2023_0086 - valid (Ulm)
DE BW_01_GMP_2023_0087 - valid (Blaubeuren-Weiler)

Product presentation
Packaging:

Sec. print batch:
Prim. print batch:
Label:

Folding box:

Leaflet:

-Bulk manufacturer:

Packager:

QC Site:

100 Tablets / Glass Bottle
0616870

0616870

184336.03-RU
184335.03-RU
600098285

KLOCKE PHARMA-SERVICE GMBH
STRARBURGER STRARE 77
77767-APPENWEIER

Germany

KLOCKE VERPACKUNGSSERVICE GMBH
MAX BECKER STR. 6
76356-WEINGARTEN

Germany

KLOCKE PHARMA-SERVICE GMBH
STRARBURGER STRARE 77
77767-APPENWEIER

Germany

Merckle GmbH
Graf-Arco-Strale 3
D-89079 Ulm

Page 1 of 2
Merckle batch/item 0616870/180609



Merckle GmbH

APl manufacturer: Arevipharma GmbH DE-Radebeul
Meiiner Str. 35
01445-Radebeul
Germany

Final releaser: MERCKLE GMBH
LUDWIG MERCKLE STRASSE 3
8914 3-BLAUBEUREN
Germany

No major or critical deviation(s) have been registered that may influence the release of the batch.

| hereby certify that the above information is authentic and accurate.
This batch of product has been fabricated/manufactured, including
packaging and quality control in full compliance with the EU-GMP
requirements and with the specifications of the Marketing Authorisation.
The batch processing, packaging and analysis records were reviewed and
found to be in compliance with ‘GMP.

This batch is released for marketing.

Date/Time: 01.08.2023 / 15:19:59 CET
Approved by: Armin Leifick
Qualified Person Merckle GmbH
This document has been created electronically in the system with electronic signature.

Merckle Gmt.)“l-i
Graf-Arco-Stralke 3
D-89079 Ulm Page 2 of 2

Merckle batch/item 0616870/180609



Merckie GmbH

Certificate of analysis  Ligotn
Russian Fed. Manufacluring date Expiry date Version
04,2023 04.2026 o1
Batch customer batch vendor batch
0616870 0616870
Inspection ot
202304025188
Product 1D ' specification
POAA POAA-11rtp
Kalymin 60 N tabs 60 mg 100 No.1
Tests Specification Result
General and special
characteristics
description White, biconvex, oblong tablets
with a score line on one side,
the presence of roughness is
possible due to the manu-
facturing process that does
not affect the product quality.
complies
average tablet mass 640,0 - 680,0 mg 655,9 mg
uniformity of mass 18/20 £ 5,0% 20 pieces
2/20+10,0 % 0 pieces
Uniformity of dosage units
(by mass variation)
(Ph.Eur 2.9.40) The accceptance value (AV) for
) 10 tablets should be NMT 15%:
if AV is more than 15%, the
test is conducted on 20 more
tablets
AV for 30 tablets should be
NMT 15%; the content of the
active substance in each tablet
should be from 0,75M to 1,25M complies

acceptance value (L1)

AV <=15

1%

Merckle GmbH
Graf-Arco-Stralie 3
D-89079 Uim




Certificate of analysis ~~  pagean
Manufacturing date Expiry date Version
04.2023 04.2026 01
Batch customer batch vendor batch
0616870 0616870
Inspection iot
202304025188
Product 1D specification
POAA POAA-11rtp
Kalymin 60 N tabs 60 mg 100 No.1
Tests Specification ‘ Result
Identification
pyridostigmine (HPLC) The retention time of the main
' peak in the chromatogram of
the sample solution should
correspond to the retention
time of pyridostigmine peak
in the chromatogram of the
standard solution. complies
bromide (qualitative reaction) Pale yellow, opalescent
precipitate is produced complies
Related impurities (HPLC)
3-hydroxypyridine NMT 0,2 % : < 0,01 %
3-Hydroxy-1-metyhipyridinium
bromide NMT 2,0 % 0,03 %
3-Dimethylcarbamoyloxypyridine NMT 0,2 % <0,01 %
Single unknown impurity
NMT 0,2 % 0,01 %
total unknown impurities NMT 1.0 % _ 0,02 %
total impurities NMT 3,0 % 0,05 %
Assay
Pyridostigmine bromide (HPLC) from 57,0 to 63,0 mg/tab., that 59,0 mg
in percent correspands to 85 to 105 % of
the labeled amount of
pyridostigmine bromide , 98 %
Dissolution
Pyridostigmine bromide (UV)
within 45 minutes Not less Q = 70%
(Ph.Eur. 2.9.3) 100 %

Merckle GmbH
Grat-Arco-Strafle 3
D-83079 Ulm



Certificate of analysis = pagesn
Manufacturing date Expiry date Version
04.2023 04.2026 01
Batch customer batch vendor balch
0616870 0616870
Inspection ot
202304025188
Product 1D specification
POAA POAA-11rtp
Kalymin 60 N tabs 60 mg 100 No.1
Tests Specification Result
Microbiological purity
TAMC: Total aerobic microbial count
. (TAMC) - not more than
10° CFUig <10
TYMC: Total yeasts and moulds count
(TYMC) - not more than
10? CFU/g <10
E. coli Absence of Escherichia coli
inlg complies
Analytical results
Analytical results takeover
from external testing site must comply
complies

The batch was found to comply with the product specification

Date/Time:

01.08.2023715:19:58 CET

Approved by:  Armin Leifick / Qualified Person Merckle GmbH
This document has been created electronically in the system with electronic signature.

Merckie GmbH
Graf-Arco-Strafie 3
D-88079 Ulm




«CBefleHnA 0 BBOAE B rpaxaaHckuii obopoT B Poccuitckon Pegepaunm nekapcTBEHHbIX CPeAcTB no CocToAHMIo Ha 21.10.2023

11:49»
PEAEPAALHAR CAYVXXBA T10 HAAZOPY
B COEPE 3APABOOXPAHEHMA
[ponssonmTens Opraumsamns, Homep Howmep, nata
Jata suecennn 8 AHC
P = pa Toprosoe HaHMeHOBaHHe (BBIMyCKAOUHA Crpana CaeleHHs 0 CTAQHSX OPOHIBOACTEA HopmaTHBHAS JOKYMEHTAIHS BLINYCTHBIIAS B CepHH, PaIpelIeHn Ha
: KOHTPOJIL) FPaXIAHCKHA 060poT napTHi Hin
K ® 60 H: TabneTii bl ) Knoke Om_unwzﬁqﬁﬁw«.i_ﬂn _.ENM. ﬂnjzﬁneandsﬂﬁ:“\w%swgz (B thwwwomhe_ﬂuwﬂw_w_ :ﬂaﬂ‘mum n
18.09.2023 60 mr 100 wr., pnaxons (1), s TapaLepa Tepmanus UNPRSTEL YIAROBRI0), MI0NS SEIONEYNIC- Ll L1 % Spadmiry : i R 000 "Tera" 0616870
aira g aie) ~ Tm6X (¥ nakosuMk/GacosumK (BTOpHUHAR/TPETHUHAR YNaKoBKa)); Mepkie N015236/01-160218; Ham, Ne3  IT
I'm6X, Mepmanus (Bunyckaoumi KOHTPOAb KayecTsa) N015236/01-160218




