HalMeHyBaHHA npoaykLii/Product

Hepwasa-supoburw/Manufacturing country

Homep pesctpauiniore nocslauerHn/ Registration
certificate number:

Homep cepii/Batch number:
HaTa supobuuyrsa/Manufacturing date: 23.11.2023
Aara sunycky cepii/Date of batch release: 30.01.2024

Nikapceura dropma /Dosage form:

Cuna pil/akTusHicTe/Unit of dose description:

Poamip Ta Tvin nakysaHHA/Type and size of packaging:

Bupobhuya ginsHuus, wo spificHoe supobHuyTRo “in
bulk"/Production site:

Homep niteHsii Ha supobruuTso/Authorisation number:

BupabBHuia alnbHULUS, WO 3piicHIDE
nakysaHsa/Packaging site:

Hamep niuensli Ha supobrnyreo/Authorisation number;

Bupobruya AiNbHMLA, L0 ILIACHIOE KOHTPANL
cepin/Quality control site:

Homep niueHsii Ha supobHuTBo/Autharisation number:

Floasin Ha BunycK cepii BugaHo xomnawic/Releasing
site:

Homep nivexsii Ha supoBruurso/Authorisation number;

Ceprudbikar axoerl
Apnesept®/Arievert®

HimeuyyuHa/Germany

UA/14331/01/01
423012 (=Bulk batch 2300607)

flarta 3akirueHHa TepMidy npupartrocTi/Expiry dale: 11/2026

Poawmip cepii/Batch size: 38654 yn. /packages

Tabnertku/Tablets

1 rafineTka MicTUTL LuHapuauny 20 Mr Ta gumenrigpurary 40 mr/

1 tablet contains cinnarizine 20 mg and dimenhydrinate 40 mg

Mo 25 rabneTtok y Gnicrepi; no 2 bBnicrepy B KApTOHHIA KOpoOui/25

tablets in the blister: 2 blisters in the carton box

XeHHIr ApynamitTrens MabX & Ko K

Nidinurpace 1-2, 65439 dnwopcxaiM-Ha-Mani, Himeyunra/
Hennig Arzneimittel GmbH & Co. KG

Liebigstrasse 1-2, 65439 Florsheim am Main, Germany

DE_HE_01_MIA_2023_0017

Xendlr ApuHahimitrens Tm6X & Ko KF

NiGinuTpace 1-2, 65439 dnvopcxanm-Ha-Maisi, Himewunna/
Hennig Arzneimittel GmbH & Co. KG

Liebigstrasse 1-2, 65439 Florsheim am Main, Germany

DE_HE_01_MIA_2023_0017

XeHHir ApuHanmiTrens MMEX & Ko K

Nidirwrpace 1-2, 65439 ®nwopcxanm-va-Manii, HimevuwnHa/
Hennig Arzneimittel GmbH & Co. KG

Lieblgstrasse 1-2, 65439 Florsheim am Main, Germany

DE_HE_01_MIA_2023_0017

XeHHIM ApuHanmiTrens ['moX & Ko KIF

Nidirwrpace 1-2, 85439 ®nbopexavum-Ha-Manii, Himevauna/
Hennig Arzneimittel GmbH & Co. KG

Liebigstrasse 1-2, 65439 Florsheim am Main, Germany

DE_HE_01_MIA_2023_0017

NPOAOBHEHHA JUB. CTOP, 2
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Ceprutpikar axocri

HanmeHysaHHs npoaykuii/Product Ap neBeDT®! ArleveH®

Oepxwasa-supobHuk/Manufacturing country HimeyduHa/Germany

Homep peecTpauitHoro nocsiguenusn/ Registration

cerlificate number, UA/14331/01/01

Homep cepiifBatch number: 423012 (=Bulk baich 2300607)

Nara supoGrulirea/Manufacturing date: 23.11.2023 [laTa 3axisuenHs Tepmivy npugarrocTi/Explry date: 11/2026

[JaTta synycky cepli/Date of batch release; 30.01.2024

cTop. 2
KazHu/Paramete Crneyndikanin/Specification; Pesynbrar/Result
3osHilWHIN BUrNaa / Appearance Bignosigac
Kpyrnt, asconykni, Bini TaBneTki 3 TCHRHRAAM «A» 3 04H0re Boky; complies

Aiamerp 8 MM
Round, biconvex white tablets embossed with 'A" on one side;
giameter 8§ mm
Cepeptsn maca / Average mass 160,00 mr + 12,00 mr 160,53 Mrimg
160.00 mg % 12.00 mg

QAHOPIARICTE A030BARUX OAVHUUL (OAHOPIAHICTL
sMicTy) (Ph. Eur. 2.9.40)
Uniformity of dosage unils (Content uniformity)

- YuHapuave / cinnarizine Mae signosigaty / must comply slanosigae
- auMenrrigpusat / dimenhydrinate complies
Ak 8-xnopoTteodistiy / as 8-chlorotheophyliine Mae signosigartin / must comply Binnosigae
complies
Ak auderrigpamis / as diphenhydramine Mae sigrosigatit /must comply Bifinosinac
complies
Poanaganns / Disintegration He Binswe 15 x8 / not more than 15 min 00:00:34
BmicT soau / Water content He binbwe 5,5 % / not more than 5.5% 3.6 %

PoauviHeris f Dissolution of

- yuHapuani / cinnarizine He meHwe 85% nporarom 20 xs/not less than 85% in 20 min 102 %
- avimenrigpusar / dimenhydrinate He MeHwWe 50% npoTtsrom 15 xe/not less than 50% in 15 min 93 %
He medwe B5% npotsarom 30 xs/not less than 85% in 30 min 99 %
ineHTudikauin / ldentification of Po3TawysaHHa MNAM Ha XpoMarorpami BunpobosyBaHoro posuuHy
- yuHapuany / cinnarizine BiaNoBifgac poaTawlysaHHIo NNSM Ha XpoMarorpami eTanoHHUX BiANOBIAAE
PO3YnHIB./ complies
- aumerrigpudar / dimenhydrinate The spots' location of the test sample correspond to the standart BignoBinae
sample spots, complies
KinbkicHuit smicT gomiwok / Quantitative composltion of
impurities
Doumituka B (uuHapusus)/Iimpurity B (cinnarizine) He Binbwe 0,2 % / Not more than 0.2 % <01 %
benaodieHoH / Benzophenione He 6inbie 0,2 % / Not more than 0.2 % <01 %
Benarigponk / Benzhydrol He Sinwbue 0,2 % / Not more than 0.2 % <0,1%
Domiwka A F impurity A (C4HzyNsOa) He Ginblue 0,2 % / Not more than 0.2 % <0,1%
Nowittika B / Impurlty B (Ca3H,5N505) He dinbwe 0,2 % / Not mare than 0.2 % <0,1%
Hesigomi gomiluky okpemo / impurities unknown single ‘ . .
Hesigoml aomiwku 8 cyml / impurities unknown total ~ He Ginlue 0.2 % / Not more than 0.2 % <0,1%
3aranbhui smicT gomiwtox / Impurities total | .
He Binswe 0,5 % / Not more than 0.5 % <0,1%
He Ginwwe 1,0 % / Not more than 1.0 % < 0,1 %
KinbkicHunit BMict/Quantitative compasition of
-~ UuHapusnK / cinnarizine 100 * 5 % sig aasisheHoi kinbkocti/of declared quantity 101 %
- anmedrigpunar / dimenhydrinate
sik B-xnopoTeodiniv / as 8-chiorotheophylline 100 & 5 % 8in 3ansneHol KinskocTi*/of declared quantity 98 %
aK aucbenrigpamis / as diphenhydramine 100 = 5 % 8in saganeHol KinbkocTi*/of declared quantity 09 %
MixpoBGionorivy TAMC: He Binewe Hix 10° KYO/r /not more than 10° CFU/g He nposoaunocs / not
Microbial LigfQNes perrgrmed
TYMC: He Ginstwe Hik 102 KYO/r / not more than 10° CFU/g He MpoBOAUNOCA / not
performed

BincyTHicTs Escherichia coll & 1 r/ Absence of Escherichia coli /g~ H& NPOROAMADCSA / not
performed -

MPOAOBXEHHA 4MB. CTOP. 3
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Ceprudikar AKoCTi
HahmexysanHs npoaykuii/Product ApneseptiArievert®
Depwasa-supodnuk/Manufacturing country HiMevunHa/Germany
Homep pecctpatiitHore nocsigverHs/ Registration
cerlificate number: UA/14331/01/01
HomMep cepii/Batch number: 423012 {(=Bulk batch 2300607)
[aTa supobruyrsa/Manufacturing date; 23.11.2023 Aata aakiHveHHs Tepminy npugaTtHocT/Expiry date: 11/2026

Hara sunycky cepii/Date of baich release: 30.01.2024

cTop. 3

" 1.8, = He auaBreHO (MeHwe Hbk 0,01%). H.B.K. = BUABIEHD, NPOTE He MIAAAETbCA KinbKICHOMY BuaHadeHrtio (ig 0,01 % Ao Merwe Hik 0,1 %) / ND
= Not detected {less than 0.01%). NQ = Defectable but not quantifiable (0.01% to less than 0.1%). |

nsa HeidenmugikogaHux ROMILLIOK: H.B. = He BUABNeHo (MeHiwe Hix 0,03 %), H.B.K. = BUSBNEHC, NPOTe HE NIAAAETLCA KITbKICHOMY BU3HAUEHHIO (Bl
0,03 % no MeHwe Hix 0,1 %) / For unidentified impurities: ND = Not detectable (less than 0.03%), NQ = Detectable but not quantifiable (0.03% to
less than 0.1%)

%) BUnpoByBaHHs NPOBOAATL NPY BANYCKY Ha KOXHIK §-11 cepll, ane He MeHwe o4HOro pasay Ha pik. / Microbiological purity testing is performed for
release on every 5th batch or once a year, whichever is more frequent,

* 3a ymMoBMY, AKLLO 40;00 Mr = 100% ,numenrianHaT = 100% B-xnopoTteotinin = 100% audeHrigpamin
* assuming 40.00 mg = 100 % dimenhydrinate = 100 % 8-chlorotheophylline = 100 % diphenhydramine

3anwa npo ceprudikanlie; Lrm A 33Ceinvyo, WO HaBeasHa ByLLS iHthopMaLia € qocToripHOK Ta TouHow. LIk cepiio npoaykult Byno BupeBneHo (BKIIOHAKYM NIKYBEHHA/MBPKYBAHHA) Ta
NPOBEAGHD KOKTEOAL 1T AKOCT! HA BULEIZIHAYBHIN AiNbHALI Y NoaHiR BianoslgHoCT 3 sumoramu GMP, sCraneanednMk MICUDBUM PEIYNATOPHUM OPIEHOM, 8 TAKOXK BIANOBIAHD A0
cnayndikauii, o MICTATLER ¥ PeECTPaUIMHOMY A0CbE kpaIHU-IMNopTepa. TpoToxonvw BUPOBHUYTEA, NakyBaHHA Ta avaniaie Gyno NepornAHyYTo Ta BCTaHOBNEH pBignoBIAHICTL GMP,
Certificata stalement: | hersby certify that the above informatian is authenlic and accurate. This batch of product has been manufaciured, including packaging/iabelling and quallly control at
the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specificalions in the Markeling Authorisation of tha importing country.
The baich processing, packaging and analysis records were reviewad and found (o be in compliance wilth GMP,

YnoeHoBaweHa ocoba ([pissuile, nocaga)/Qualified

person (Surname, position) iz e f}{-if; _g
S Riw o T R 1
Mignue/Signalure poe
Forlenza
- | ,_;;,1;*"";:'##'““ R
Co ot o
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Certificate of analysis

HENNIG
ARZNEIMITTEL

Sample number: 24-00287

Product: Arlevert® tablets OP 50 (cyrillic)
(Arlevert® (cyrillic))
Product number. ARLS0UA Batch: 2300607/0
Order descriptionRoutine Manufacture LOT423012
Distributor: Hennig Expiry date: 30.11.2026
Quantity: 38658 pieces / 214 bundle Manufacture date23.11.2023
FA number: 14161 Acquisition date; 19.01.2024
Tests Specifications _ Results ) 3
Identity
1. ldentity Appearance white, round, biconvex tablets, complies

embossed with "A" on one side,
diameter: 8 mm

Identity Packaging Materials

2. Blister
Text Arlevert® (cyrillic) complies
Upper foil (lidding foil) aluminium-foil hard complies
Lower foil (forming foil) PVC/PVDC-foil crystal clear complies
3. Folding box
Text Arievert® tablets OP 50 (cyrillic) complies
Package size 2 blister a 25 fablets complies
Version number V149321/01 complies
Pharmaceutical central 4 013054 022818 4 013054 022818
number/EAN-13
Braille braille must be present on folding complies
box
4. Leaflet
Text Arlevert® (cyrillic)
Version number UA /1084 / V149319/01 /7 19910
5. PVDC ldentification PVDC face turns brown

6. Batch number, expiry date and manufacture date (respectively)

Batch number batch number corresponds with
blister and folding box

Expiry date expiry date corresponds with blister ~ complies
and folding box
Date format MM/JJJd complies
Report
released

Hennig Arzneimitte! GmbH & Co. KG, Liebigstrale 1-2, D-65439 Florsheim am Main 30.01.2024 07:57 / 636158
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(Management of quality control)
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Henntg Arzneimittel GmbH & Co. KG, Liebigstrale 1-2, D-65438 Florsheim am Main 30.01.2024 07:57 { 636158




HENNIG
ARZNEIMITTEL

Certificate of analysis

Sample number: 23-03975

Product: Arlevert tablets
Product number: 20002 Batch: 2300607/0
Customer: Hennig Acquisition date: 11.12.2023
Quantity: 3 bundle
Tests ] ] Specifications Results
1. Appearance
Shape round, biconvex tabiets, embossed complies
with "A" on one side; diameter 8
mm
- Colour white complies
2. Average mass 148,00 - 172,00 mg 160,53 mg
3. Disintegration time (Level 1) < 00:15:00 | 00:00:34
4. Water content (Karl Fischer) <55 % 3,6 %
5. ldentitat (HPLC) (Additional identification)
- Identity 8-Chlortheophylline: must correspond complies
Identity Diphenhydramine must correspond complies
. identity Cinha%izine must correspond . complies
6. ldentity (TLC) o S
Identity Cinnarizine must correspond complies
identity 8-Chlortheophylline must correspond complies
|dentity Diphenhydramine must correspond complies
7. Purity (HPLC)
Impurity B (Ph. Eur., Cinnarizine) < 0.2 % <01
(C26H28N2) |
Benzophenone (Impurity J, Ph.  <0.2 %
Eur., Dimenhydrinate)
Benzhydr‘olé (Impurity l, Ph. Eur.,<0.2 %
Dimenhydrinate) |
Impurity A (C24H27N503) <0,2 %
Impurity B (C23H25N503) <0,2%
Unknown single <0,2%
Unknown total < 0,5 %
Total <1,0% <0,1
8. Assay Dimenhydrinate and Cinnarizine (HPLC)
Assay Cinnarizine 95 - 105 % 101 %
05-105% 98 %

Assay 8-Chlortheophyliine

* R p—— — B Prwtt e A i ekt el WP v 1 LA -

Hennig Arzneimitial GmbH & Co. KG, Liebigstralse 1-2, D-65439 Florsheiim am

Main

26.01.2024 14:14 / 635951



Q&% Certificate of analysis

HENNIG
ARZNEIMITTEL

Sample number: 23-03975

Product: Arlevert tablets
FProduct number: 20002 Batch: 2300607/0
____Tests ) Specifications - _Results L
Assay Diphenhydramine 95 - 108 % 99 %
9. Uniformity of dosage units (Cinnarizine) (CU) (Level 1)
Acceptance Value (Cinnarizine) <150 5,0
10. Uniformity of dosage units (Dimenhydrinate) (CU) (Level 1)
Acceptance Value (8- < 15,0 4,0
Chlortheophylline)
Acceptance Value <150 - s < T B 4.1
(Diphenhydramine)
11, Dissolution (Level1) |
Cinnarizine after 20 min >85 % 102 %
Dimenhydrinate after 15 min > 50 % 93 %
Dirnenhydrinate after 30 min > 85 % | 99 %
12. Microbiological Purity . corresponds to Ph. Eur. 5.1.4.-1. ~ not applicable)

1) Jede 5. Charge

Report.

released

o o }“’\
26.01.2024 / Dr. Philipp Held [ ("2:,/
(Stellv, Leitung Qualitdtskontrolie) N

s e n S el g g e ————— i R

T 26.01.2024 14:14 1 635951
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ﬁgnnig Arzneimittel GmbH & Co. KG, l:iebigstrafle 1-2, D-65439 Florsheim am Main



