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ORIFARM Manufacturing Poland Sp. z 0.0.

Ul. Ksigstwa Lowickiego 12
99-420 Lyszkowice O R I F;q R M
Polska

CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTU®IKAT BIANOBIAHOCT! GMP BUMYLLEHO! CEPI]

Name of product: Myorix®, prolonged-release capsules, hard, 15 mg Ne14 in blister /
Haaea npoaykry: Miopuke®, kancynn nponoHrosanol gii TBepai no 15 Mr Net4 8 Gnicrepi

Marketing Authorization NeUA/14641/01/01 / PeecTpaUifine nocsigueHnss NeUA/146841/01/01

Strength/potency: 1 capsule contains 15 mg cyclobenzaprine hydrochlioride
Hosa/BmicT pilounx pevosun: 1 kancyna MicTT: 15 Mr urknoSenaanpuHy rigpoxnopuay

Dosage form: prolonged-release capsules, hard, 15 mg /
Nikapcera dopma: kancynn nponourosaxal gii TBEPAi NC 15 Mr

Package size and type: 14 capsules in blister; 1 blister in carton box /
Posmip Ta Bup ynakosku: no 14 kancyn B Bnicrepi; no 1 BnicTepy B kapToHHil kopobLi

Manufacturing date / lata supoBuuurea: 18 10 2023 Batch number / Cepis: 105227 _
Expiry date / TepMiH npuaatHocri: 09 2027 Batch size / Posmip cepii: 84 040

Manufacturers /BupoGuuku:

Primary and secondary packaging, batch release : ORIFARM Manufacturing Poland Sp.z 0.0.,

12 Ksiestwa Lowickiego Str., 99-420 Lyszkowice, Poland *

Manufacturing License Number: Ne 018/0024/15

llepeuHHa | BTOPUHHA YaKoBKY, 0038iN Ha BURyck cepii: Opichapm MaHytekuepiur Monbwa Cn. 3 0.0,
Nonbtya Byn. JloBuubkoro Knaziscrea, 12, 98-420 Nuwkosile, Monbg *

Homep riiueHsii va supoBrnyTeo: Ne 018/0024/15

Manufacturing of bulk product: Adare Pharmaceuticals, Inc., 845 Center Drive, Vandalia, OH, 45377, USA
FDA Establishment Identifier: 1525864

DUNS: 079814927

BupoGHUuTRO Heposdacotanoi npogykuii: Anape dapmacoloTikans, IHk., 845 Uextp Apaie, Baxpanis,
Or, 45377, CLLA

IneHTUGikauinHuik HOMep yeTaHoBN: 1525864

Homep B cuctemi: 075819027

importing country: Ukraine / Kpaina iMnopTep: Ykpaiua

Certification statement / 3assa npo cepTudikaljwo:

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality contro! at the above mentioned site {s} in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. / Lium nigTeepaxyio, o BULeBKa3aHa iHPOPMALIRA € AOCTOBIPHOIO | TOUHOID. HaHa cepin
npoaykuii anpobnena (Brmovacum YNaKoBKy/MapKy BaHHS) T3 NPOBEAEH WA KOHTPOSL 1T AKOCTI, Ha BKa3aHil ginaHu
B NOBHI BiAnOBIgHOCTI 3 BumMoramv GMP, BCTaHOBNEHUMY MICLEBIM DEryNaTOPHUM OPraHOM, @ TaKo y
BIAAOBIAHOCTI 3i Chneundikayicto, ska MICTUTbCS B peecTpalitHoMy A0Cbe KpaiHu-iMropTepa abo s falelei )
cneundikalliin Ha npenapar g BunpoBosysaHoro nikapcekoro sacoby. FlpoTokonu BUPOBHUUTBAE, ynakoeky Ta
ananisy Bynu nepernanyTi | BCTaHOBNEHO BigNOBIAHICTE GMP.

Name and position/title of persons authorizing Qualified Person /
the batch release / fpiasuiye Ta nocapna oci6, YnoexosaxeHa ocoba:
BiANOBIaNLHUX 3a BUNYCK cepii: i g -03- 200 . fypalificd § R
Date of signature / Jata nignucy: -
ate of signa fAata nignucy p/ﬁcdlk CJC‘
Gavek Pofak

é‘az/d 4§0jjp :
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Orifarm Manufacturing Poland Sp. z 0.0.

ul. Ksiestwa towickiego 12
$9-420 tyszkowice
Polska

Certificate of Analysis/
CeptudikaT aHanisy

Q) ORIFARM

Page 10f 3
Crop. 1i3 3

Name of product: Myorix®, prolonged-release capsules, hard, 15 mg N214 in blister/

Hassa npogykry: Miopukc®, kancynu NEONOKHTOBaHOT
Manufacturing date / [lata BupoBHuyTEa: 18.10.2023
Expiry date / Tepmin npugarrocTi: 09,2027

Ail TBepAai no 15 mr Ne14 g Gnictepi
Batch number [ Cepis: 105227
Batch size / Posmip cepii; 84040

Analysis has been done according to Quality Controt Methods /

AHania BUKOHEHUIA v BianoBiAHOCTI A0 MKS.

Parameters / MokaszHukn

Specification / Cheyudikayis

Results / Peaynbraty

Appearance / Onmuc

Light orange opaque, hard gelatin body with imprint
“1002-15" and opaque cap with imprint "EUR".
Capsuies contain spherical beads that are white to
yellow in color. /

Heriposopt, Teepai wenatuHoBi Kancynm OpaH¥eso-
KODUHHEBOIO %0NbORY, 3 HanncoM « 1002-15» Ha xophydi i
HanucoM «EUR» Ha kpuwesuy.

BMicT karicyn — cohepuqbi rpanym sig 6inoro go xoeToro
KONLORY.

Complies / Bignosijae

Identity / |laewTudikayis:
Cyclobenzaprine f
Luknobensanpun

a. (by HPLC): The retention time of major peak in the
chromatogram of the Assay corresponds 1o that of the
Standard preparation within 0.2 min. /

a.(BEPX): Yac yTprmMyBarHa oCcHoBHOMO niky Ha
XpOoMatorpami BUnpoBysaHoro posynHy nosyHes ByTy B
Menkax 20,3 XB Yacy YTpUMYBaHKSE OCHOBHOIG niky Ha
XPOMETOrpaMi CTAHASPTHORD POSHMHY.

b. (by UV}): The maxima and minima of the sample and
standard correspond. /

O.(Y®-cnexkTpometpin); Y®-cnektp sunpobyesaHoro
PO3YMHY NOBUHEH MaTV max i Min aHanonyHo
CTaHAaPTHOMY PO3YMHY.

Compilies / Bianosinae

{ Moisture / BmicT Boan

Assay / KinbkicHe BuaHadeHns 90.0 - 110.0 % of Label Claim / 98,7%
Bifj 33ABSIEHOIO BMICTY
£3.0% 1,6%

Orifarm Manufacturing Poland Sp. z 0.0




Orifarm Manufacturing Poland Sp. z 0.0.

ul. Ksiestwa Lowickiego 12
99-420 tyszkowice
Polska

Certificate of Analysis /
CepTndikaT ananisy

Q) ORIFARM

Page 20f3
Crop.2i33

Name of product: Myorix®, prolonged-release capsules, hard, 15 myg N214 in blister/

Hasza npoaykry: Miopuke®, KEMCYNU NPONOHroBa

HOT il TBEPARI No 15 mr Netd & Bnicrepi

Manufacturing date / [lata supoSruuTtea: 18.10.2023 Batch number / Cepin; 105227

Expiry date / Tepmin npnaatHocti: 09.2027

Batch size / Poamip cepii:84040

Parameters / NokasHuky

Specification / Cneyndixauis

Results / Pesyrstatn |

" Dissslution! Poauntenns

2 hour: { vepes 2 rofnku: £ 40 %;

29%

4 hour: / yepes 4 roguHu: 41-61 %: 54%

8 hour: f sepes 8 ropuk: 61-81 %:; T1%

16 hour: / yepes 16 roauH: = 75 % 80%
Impurities / Qomiwky
Single Specified Identitied: /
CneumdivHi igeHTudikosani:
Amitriptyline / AMiTPUNTUNIH 0.2 :'6 < 9-3 %
Carbinole / Kap&ixon =0.2% 0.0 %
Debenzosuberenone / <029 0,0 %
HebenaocyGepanon
Anthraquinone / AHTpaKBiHOH <0.2% 0,0 %
Specified Unidentified /
Cneumdpidui HeipeHTudiKoBaHi:
RRT 0.92 £0.2% 0,04 %
RRT 0.04 £0.2% <0,02 %
Unspecified /
Byae-aka HecnewdiuHa aomituxa 20.2% <0,02 %
Total Impurities / Cyma acmMitwox €1.0% 0,04 %

Uniformity of Dosage Units /
OaropigHicTh A030BAHNX CAMHULE

L

AV (Stage 1, n= 10) <15.0
AV {Stage 2, n= 30) £15.0
Calculated range /

AV (Cragis 1, n=10) s15.0
AV (Crapisi 2, n=30) =15.0
PospaxyHKoBWiA gianasoH

Complies / Bignosigae

Orifarm Manufacturing Poland Sp.zoo
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99-420 tyszkowice

Polska
Page 3of 3
Crop. 3i3 3
Certificate of Analysis /
Ceptudikat ananisy

Name of product: Myorix®, prolonged-release capsules, hard, 15 mg Ne14 in blister/

Hassa npogyiTy: Miopuke®, kancynu NpanoHreBaHol Al Teepai no 15 mr Ne14 s Gricrepi

Manufacturing date / [lata eupoBhuyrea: 18.10.2023 Batch number / Cepin: 105227

Expiry date / Tepmin npunatrocti: 09,2027 Batch size / Poamip cepii: 84040

Parameters / [Nokaaduru Specification / Cneundikavin Results / Pesynbrartu
Microbiological purity * / TAMC-not more than 10% CFUjg { He Binbwe 10° Not performed
MikpeBionoriuda yuctoTa ! KYO/Ir

TYMC-not more than 102 CFU/g { He Ginswe 102
KYOIr Not performed

Escherichia cali-Absentin1 g/ BigcyTHicTs

Not perf: d
Escherichiacoli 81+ ot performe

! The test is not routine performs on each 10™ batch or at least once a year, can be absent in the batch
quality certificate / "TecT He pyTUHHWA, NpoBOAUTLCA Ha koxHiE 10 cepii abo He pigwe ogroro pasy B pik, Moxe
OYyTH BIBCYTHIM B cepTubikaTi sxocTi.

oo ol Vesoed 1o g T

e 'k i bl Lotk Oy i(‘ru;zix%]cu i ?“w:k,
Vievek Polal

Name and position/title of person authorizing the Qualified Person /

quality contrel / Mpissuwe Ta nocaaa ocobu, YnosHogaxeHa ocoBa;

BiANOBIAANLHST 33 KOHTPORL AKOCTI: 2 9 03- 0%

Date of signature / [lata nignucy:

CGouk i Metnaosbe Pl Godsia.

Orifarm Manufacturing Poland $p. z 0.0




