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IEP)KABHA CJIYKBA 3 JJIKAPCHKIX 3ACOBIB TA KOHTPOUTIO 3A
HAPKOTUKAMH Y KHIBCHKIIT OBJIACTI

rnpos. Ceitninmyunoil Hagil, 3, Mm.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APITIOY 37078774

'BUCHOBOK
PO AAKICTHL BBE3EHOI0 B YKpaiHy JIiKapchbKOro 3acofy

09.11.2023 Ne 55066/23/10

MIOPUKC®

(HaliMeHyBaHHS NIIKapChKOro 3acody 3rigHo 3 peecTpauiiiHuM MOCBIAMEHHSM)
KancyJ/i NpoJIoHrosaHoi aii reepai no 15 mr, no 14 kancya y 6Jicrepi; no 1 Oaicrepy y

KapTOHHIi kopoOui

((popma Bunycky, Ko3yBaHHs, BUA NNAKyBaHHA JIIKAPCHKOTO 3aC00Y)

Homep peecrpauiitnoro nocsinuenns UA/14641/01/01 crpox aif peecrpauiiinoro nocsinuenns 01.01.2099

Cepis nikapeskoro 3aco6y Ne 104426 Kinskicrs BBE3EHOrO fikapehkoro 3acoby 19290
BrpoGHHK Opidapm Manygexuepinr Ioaswa Cn. 3 0.0., [Tonbwa
(HarMeHyBaHHs BUpOOHUKA Nixapcbkoro 3acoby, kpaiHa MOXOIKEHH)
BBe3eHO B YKpaiHy TosapucTBo 3 06MexkeH0I0 BignosinanbuicTio "ACIHO YKPAIHA",
inent. kox: 42274733

(HakiMeHyBaHHs Ta koA 3a CAPITOY ropnanyunoi ocobu abo npi3puiLe, iM's, 1o 6aTeKOBI (pi3NUHOT
ocobu - nianpuemuy, if Miclie NPOXKKUBAHHS Ta peecTpaLlifiHyit Homep 06GIKOBOT KAPTKYM MNATHHKA
roJaTtxis abo cepis Ta HOMEp acropra)

Mporoxon Bisyansnoro xourposo Big 07.11.2023 Ne 3533/4.

3a pe3ynapbTaTaMH  AEPXKaBHOIO KOHTPOJIIO BCTAHOBJIGHO, W0 JiKkapcekuii 3aci® BBE3€HO B YKpaiHy 3

JOTPHMAHHSAM BrHMOr 3aKOHOAEBCTBA LIOA0 3a0€311eYEHH s AKOCTI JIKaPChKUX 3aC00IB.

BiTamiit BOHIAP E}TIK.,C_Z_),,

(initiamy Ta npiznpmie)

3acty n_?;

{rocanoBape
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ORIFARM Manufacturing Poland Sp. z 0.0.
UL Kmestwa towickiego 12

00420 Lyszkowice
Polska

CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTUGIKAT BIAMNOBIAHOCTI GMP BUMYLLEHOI CEPII

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

Hasea npoaykry: Miopuke®, kancynu nponorrosaHoi 4il Teepai no 15 mr Net4 8 Gnicrepi
Marketing Authorization NeUA/14641/01/01 / Peecrpadifine nocsinuends NeUA/14641/01/01

Strength/potency: 1 capsule contains 15 mg cyclobenzaprine hydrochloride

Hosa/BmicT pitounx pevoBMH: 1 Kancyna MicTUTb: 15 Mr unknoBeHsanpuHy rigpoxnopuay

Dosage form: prolonged-release capsules, hard, 15 mg /
Nikapceka hopma: kancynu nponoHroeaxol gil Teepai no 15 mr

Package size and type: 14 capsules in blister; 1 blister in carton box /

Poamip Ta BuA ynakoskv: no 14 Karcyn s Gnictepi; no 1 ﬁmc'repy B KApTOHHIN kopobui

Manufacturing date / [lara supoBHuiirea: 03 05 2023 Batch number / Cepis: 104426 -

Expiry date / Tepmin npugarHocti: 04 2027 Batch size / Poamip cepii: 19 290

Manufacturers / BupoGHuku: | )

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

NepBuHHE | BTOPUHHA YNAKOBKHY, H038iN Ha BUNYCcK cepil: Opicdapm MaHycpe—Kuep:Hr [Nonsua Cn. 30.0.,
MNonsa BY”. NosuubKkoro KHasisctea, 12, 89~ 420 Nuwkosile, MNonbwa *

Homep niueHsii Ha BupoBHuLTRO: Ne D18/0024/15

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

DUNS: 079810827

BupoOHULTEO Hepo3sthacodaHol npoaykuil: Anape GapmaceoTikans, IHK., 845 UenTtp Opans, Bannanis,

Of, 45377, CLUA

lneHTUiKauivHuin HoMep yeTaHoBu: 1525864
Homep B cucremi: 0748100927

Importing country: Ukraine / Kpaida imnoprep: Ykpaina
Certification statement / 3asisa npo ceprudikayio:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling 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
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 nigreepmxyio, Wo sulieskasaHa inbopMalis € 4oCTOBIPHOW | ToUHO10. [lana cepis
npoaykuil supobneHa (BrIoYatoumn yNakoBKy/MapkyBaHHs) Ta NpoBeAeHUA KOHTPONL 1T AKOCTI, Ha BKa3aHiin AinsHLi

B NOBHIA BignosiaHocTi 3 sumoramn GMP, BCTAHOBMNEHWMY MICUEBUM PEerynsTopHUM OPraHoM, a TakoX Y

BIANOBIAHOCTI 3 cneludikalielo, aka MICTUTECH B PEeCTpaliiHOMY [HOoChe KpatHu-iMnoprtepa afo 8 40CHE
crneuudikauin Ha npenapat ans sunpoboByBaHOro Nikapcekoro 3acolby. MpoTokonu sBUpoOBHUUTEE, YNakosky Ta

aHanisy dynu nepernaHyTi i BCTaHOBNEHO BIANOBIAHICTL GMF’

e
;1. { A I T
.; .,1.,1]'\

Name and position/title of persons authorizing Vo Qualified Person/
the batch release / l'pizsuile Ta nocaga ocib, { Z “10‘” 2023 /{p /{} 3 _}; ;. Kt(; YrogHosaxeHa ocoba.
BIANOBIAANBHUX 38 BUMYCK cepil: I e ant s
Date of signature / [1ata nignucy:
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Orifarm Manufacturing Poland Sp. z 0.0,

ul. Ksiestwa towickiego 12
99-420 tyszkowice
Polska

Certificate of Analysis/
CepTtunpikar aHaniay

Page 1 of 3
Crop. 1133

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

Hassa nponykry: Miopuke®, kancynu nponorrosaHol aii Teepai no
Manufacturing date / [lara supoOnuutea: 03.05,2023 |
Expiry date / Tepmin npunarsocti: 04.2027

15 mr Ne14 B Briictepi
Batch number / Cepis: 104426
Batch size / Poamip cepii: 19290

Analysis has been done according to Quality Control Methods /

AHania sukoHaxui y signosigHocti go MKH.

Parameters / [TOKaaHuKy

Specification / Cneundikayis

~ Results / PesyneraTy

Appearance / Onvuc

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

Henpoaopi, TBEPA XENATNHOBI Kancynu OpamHKeso-
KOPUUHEBOTO KONLOPY, 3 HanMcom «1002-15» Ha KOpnyci |

Hanucom «EUR» Ha Kpuweuyi,

BMICT kancyn — chepuuHi rpaHyny Big Binoro 40 XoaToro

ldentity / |aeHTudikaLis:
Cyclobenzaprine /
LinknoBensanpus

W PN B P B 0 O 0y o 0k el P Y DY D TR LR LR PR AS

LA AL I

chromatogram of the Assay corresponds to that of the
Standard preparation within £0.3 min. /

a.(BEPX): Mac yTprMyBaHHA OCHOBHOIO MKy Ha
xpomarorpami sMnpobysaHoro posyunky nosuxeH Oytu B
Mewax £0,3 XB yacy yTPUMYBAHHA OCHOBHOTO Niky Ha

XPOMATOrpami CTasaapTHOro PO3UUHY.

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

6. (YP-crekrpomeTpin): YP-cnektp BunpodysaHoro
POSUMHY NOBUHEH MaTH max i min aHanoriuHo
CTAHARPTHOMY PO3UKHY.

Co'mpi'ies / Binnoeipae

Complies { Binnosinae

“Assay / KirbkicHe BUsHaYerHs

_Bifl 3a5BI1EHOIO BMICTY

90.0 ~ 110.0 % of Label Claim /

- ¥

Ty

Moisture /Bmictsoat | $3.0% 2.4%

Orifarm Manufacturing Poland Sp. z 0.0
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Orifarm Manufacturing Poland $p. 2z 0.0.

ul. Ksiestwa towickiego 12
99-420 Lyszkowice
Polska

Certificate of Analysis /

CepTudixaT adaniay

Pagez2of 3
Crop. 2133

Name of product: Myorix®, prolonged-release capsules, hard, 15 mg Ne'l4 in blister/
Hassa npogykry: Miopuke®, kancynu nponodrosasor gil Teepal no 156 mr Ne14 s Bnicrepi

Manufacturing date / Jara supofuuyrea: 03.05.2023
Expiry date / Tepmin npuparsocti: 04.2027

Batch number / Cepisnt: 104426
Batch size / Poamip cepil: 19290

Parameters / [lokasnuku

ﬁiésolut’ibm’ PO3MUHEHRS

Py

#1 Brrtde

Specification / Cneuudikauis _

__Results / PeaynwTaTy

"2 hour: | uepes 2 roavHmn: € 40 %;
4 hour: Juepes 4 rognHu: 41-81 %;
8 hour: [ yepes 8 roauH: 61-81 %:;

16 hour: /vepes 16 roauH: 275 %

83 %

31 %
55 %
72 %

lllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll

Impurities / Jomiwxn

Single Specified Identified: /
CrneundivHi ineHTupikosani;
Amitriptyline / AMiTpurTHnin
Carbinole / Kapbiron
Debenzosuberenone /
{1eQeH30cy0epeHOH
Anthraquinone / AHTpaxkBiHOH
Specified Unidentified /
CrneyudiuHi RelgeHTrgIRoBaRI:
RRT 0.92

RRT 0.94 .

Unspecified /
byab~siKa HecneundivyHa Jomitka

Total Impurities / Cyma AOMILLOK

£0.2%
< 0.2 %

 $0.2%.

 <0.2%

$0.2% .
< 0.2 %

£0.2.%

<1.0 %

< 0.2 %
0.0 %

0.0 %

0.0 %

0.1 %
< 0.02%

< 0.02 %

0.1 %

“Uniformity of Dosage Units /

QOHODIAHICTL A030BaHUX OOAMHULLL

1AV (Stage 1, n= 10) £16.0

AV (Stage 2, n= 30) £15.0
Calculated range /

AV {Cragis 1, n= 10) £15.0
AV {Cragisi 2, n=30) 5£15.0

PospaxyHkoBuz AianasoH

“Complies / Bignosinae

Orifarm Manufacturing Poland Sp. 2 0.0
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Orifarm Manufacturing Poland $p. z 0.0.
ul, Ksiestwa towickiego 12

99-420 tyszkowice

Polska

Page J of 3
Crop. 333

Certificate of Analysis /
Ceprudikar aHanisy

Name of product: Myorix®, prolonged-release capsules, hard, 15 mg Ne14 in blister/
Hasea npogykTy: Miopnke®, kancynw nponowrosatol ail teepai no 15 mr Ne14 s Bnictepi

Manufacturing date / [1ata supobuuirea: 03.05.2023 Batch number / Cepis: 104426
Expiry date / Tepmin npugatHocTi: 04,2027 Batch size / Poamip cepil: 19290
o drameters / [loxkasunka | _Specification/ Cneunddikauin | Results / Pesynsratu |
Microbiological purity' / TAMC-not more than 10° CFU/g / He Binbwe 10° Not performed on this batch/
MikpoSionoriyHa uuctora * KV O/ He nposopnTtees ANa Aaxol
| cephr

TYMC-not more than 102 CFU/g / se Ginbwe 102

KYQir

Escherichia coli-Absent in 1 g / BiacyTHicTs

Escherichia coli B1r

' 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 PYTUHHUEA, NPOBOANTLCH Ha KOXHIK 10 cepii abo He piguie ofHOre pasy B pik, MoXe
ByTu BIACYTHIM B ceprudikaTi akoeTi,

Name and position/title of person authorizing the Qualified Person /
quality control / MNpizsuiue ta nocaga ocodbu, 07 10~ 073
BIANOBIAANBHOI 32 KOHTPOND AKOCT: S

Date of signature / [lata ninnvcy:

A2 04 L0LS
Sletnusdie. Mo{l-Guisritn
\:"'rC«}irxg Heas 9@ Procklack Ww’m‘s ;

1

Orifarm Manufacturing Poland Sp. z 0.0



