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Mera Navidcaitencis MNabnik Komnani NimiTen

aApeca. 3asog Nel 384, Moo 4, Coi G, Berrny IHaacTpusn feTeiT, Natr

Myinr, Camyrnpakapn 10280 Tainaxp

CEPTUDIKAT AKOCTI/ CERTIFICATE OF QUALITY

AKHETPEKC 20, Karicynut M'ski no 20 MT,.
KopoBui 3 MAPKYBAHHAM. yKPaTHCLKOIO MO

in a-biister; 3 blisters in a.cardboard box. with tabeling in Ukrainian

KoxHa Kancyna MicTurs:
Ne cepii/ Batch No: 23J014A41

Hata BuroTosnenHn / Mig: 01/10/2023

KoHTponeHui HoMep./ Control No:-23-1868

20 Mr i30TperuHoiHy / each Capsule contains: 20 mq of isotretinoin
Poamip cepif(ynakosku) / Balch size {packs): 2893
TepMiH npuaatHocTi / Exp: 30/09/2025

Ne niuenaii / License No: J 1/2528

PeccTpauitine nocainuenus / RC of drug: Ne UA/{8557/01/02

Ne-GMP-PIC/S ceptudbikata /' GMP-PIC/S certificate No: MI-2015.CE-07830

K

MOKAZHUKN AKOCT!
QUALITY ITEMS

BAMOT Y CIIELN®WAKALL 7
SPECIFICATION REQUIREMENT

| Onuc / Dascristion

OBanuHl nypnyposi Henpo3opl 3 oAmlEl
CTOPOHK Ta Gini Henposopi 3  irwol
CTOPOHU, M'BKI XxenaTtnRrosal kancynu { Oval,

Opaque purpie, opagque white soft shail golatin
capsule

(2% :'_

'  Cépe,ﬁéﬁ .3;1a'¢'é.'é'£1it:‘ry Kancynv /
| Average filled weight per capsute

ang 3 Paya, Opaekca,

no 10 xancyn y 6nicrepi, no 3 6ricTépu B KapToHHI

BOr0 | ACNETREX 20, soft capsules 20 mg, 10 capsules

T PEIVALTAT |
RESULT

“Bianosigac /
Complies

304.00 - 336.00 mr/ kancyna
304.00 - 336.00 mg/capsule

L)

Poanaparns / Disintegration time

I

He 6inbwe 30 xeunun /
NMT 30 minutes

lneHtuthikauin BEPX S
Identification HPLC

Y®-crexrpodotomerpln /
f"U‘J-Spactrophotometer

319','4'1"M'rfxancyna :
{ mgicapsule

5 XeunuH /
minutes.

Macu yTpUMYBARHA niky i30TPETUHOIRY Ha |

XpoMmarorpamax AQCHIAXYBAROIO Ta
CTaHOADTHOTO POIYHHIE NoBYKH]
crHBnatat/

the retention time: of the .isotretincin peak on
‘the chromatograms of the test and standard
solutions must match

CMaKCUMyM MOrnuHanus ROBUHOH OYTH o

Mewax 354 — 358 Hm.J

| the absorption maximum shouid be within 352.-
1358 nm

- KinbxicHe 8U3HAUBHHS
. i30TpeTuHOHY [ Assay of
| Isotretnoin

‘Blanosigac 1
Complies

387 kM !/ nm

19.00 < 21.00 mrixaneyna
19.00 - 21.00 mg/capsule

d — — e

TS wiansymal |
mg/capsule "
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i B | CTOpOHHI AOMIWKN /
| 1 Related substance
1 -TpeTHHOTH f tretinain < 4.0% /I NMT 4.00% 0.49 % |
| singnsigyansHa nomiwka /. < 1.0 %/ NMT 1.00% | 0.06 %
‘ndividual-of other impurity- |
| | “Cyma nomiwok / 1.5 % NMT 1.50% 0.14 %
i_ .._._sumof other impurities ~ o N o _
7.1 OoHopigHicTe Ao3cRaN X AV £ 15 1.8 |
| OAHHUYL f Uniformily of dosage T
- unit :
? 8. ! Posuunensa f Dissolution 2 85 % Bin 33n8neHOT KiNbKOCT] / 98.43 %
I | NLT 85.00% Labeled Amount
9 | NporopkaHuA 3anosHeHol Macy 10,00/ 0.52
{nepokcuane wucno) / Rancidity NMT 10,00 ;
.| of fil mass (as peroxide value) o - |
10, © KinbkicHe BM3HaveHHy 23.94 - 23.26 MKr/xancyna ~[27.00 MKF/Kanecyna |
| ByTunriapokc HaHizony / 23.94 -29.26 meglcapsule I megl/capsule
1-Assay of butylated hydroxyanisole.
. (BHA) e — N
;11| laeHtudhikayis Yacu YTPUMYBaHHA niKy Binnosinac/
Oyrunriapokcuasisony / Syrunrigpokcuanizony wa XpoMmarorpamax Complies
identification of butylated Aocnipwysauoro £ CTaHgapTHOro
nydroxyanisole POIYHHIB noBUHHI cnisnagath /
The retention time of the peak of butylated |
hydroxyanisole on the chromatogram of the
e tested and standard solutions must mateh U
12 | KinsKicHe BUIHAYGHNHA 2.880 - 3.520 mKrixancyna/ 3.092 mkr/kancyna |
(AMKATRIO egeTaTy f 2.880 - 3,520 meg/capsule - I'mcglcapsule
Assay of disodium EDTA b | L .
13. | laenTudbikauin Macu yrpumysanus nixy AvHaTpi egertary gignosinac/
1 AuKrarTpio eneTary / Ha XpoMarorpamax paocrigxysaxoro ra. Complies 1
- Identification-of disodium EDTA 1 CTAaHRANTHOrO PO3YKHIB NOBWHKI | :
cnienapnartu ./ |
The retention tirria of tha peak of disogium
| EDTA on the chromatogram of the tésted and
e ___l_standard solutions must mateh | L
D14 | Inentatbikauis Alokeuay turady! | MNoraa OpaHXeno-4epBOHOro 3abapenerusy/ Binnosinac /
| Identification of titanium dioxide An orange-red color is produced Complies |
i 3
15 ¢ lnenTuddikauis / Identification of 'E
- plamantToBun Briakuriug f -KOOBIUIGHT yTpuMyBaHHR Rf npsiMu Ma sianosinae /
- briliant blue Xpomarorpaml  gocnimxysaHoro 3pa3ka Compiies
NOBYUHEH BlanosigaTu KOechinienTy

yTDUMyBaHHa Rf nnsamu Ha xpomarorpam
CTarAapTHoro. Jpaska |  the retention
-coefficient of the Rf spot on the chromatogram
of the sample under study must correspond to
the retention.cosfficient of the Rf spot on the

‘chromatogram of the standard sample |
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- KaptolIug " MACH YTPUMYBAHHS NiKy KapMolIMHy wa | Biarosigac |

- carmoisine XpoMaTorpami RochnipKyBanoro T3 Complies.
CTaHOAPTHOrO - po3uunls NOBHUH K/
cnisnagarty /retention times of the carmoisin !

peak on the chromatogram of the tested and
standard solutions must match

o - Yyacy .yrpumyaaﬂuﬁ_nixy NoOHCG 4 R Ha Binnosinac /
| =noncod R/ | XpomaTtoirpami ACCnimKyBaHoro Ta Complies
©-ponceay 4 R CTAHAARTHOTO PO3YKHIiB NOBUHKI |

cniBnapnatw /
- the retention times of the Poncead 4 R peak | L

on the chromatogram .of the tested and :
N e, | S18NAaArd solutions must match R ]
6. | inenTudhikadin oxKcuay 3aniszaf {ToAsa cuHworo 0OCaAY 3 POINMHOM | Binneainac /
Identification of Iron Oxide . hepoutanigy xanhe, HepO3YnHHOre vy Complies
i 1 CONRHIN KUCNOTi Npyn BiACTOOBAHK] |
L The appearance of a blue precipitate with a
1 solution of potassium ferrocyanide, insoluble in
hydrechloric acid during settiing
17 Bumict Bogu B 0Bononyi / £11.00 % / 9.31 % ;
. Wster content in-shel! NMT 11.00% | 3
18 | MikpoBicnoriyHa 4YUCTOT] /

Micropial limit tests
- JaransHa kinexleTs aspobHmx $10° KYOIr <10 KYO/r /.cfuig
g

- Mixpoopradiamis (TAMC) / 1000 ¢fu/g
1~ Totai agrobic microbial count
-Eschsrichia coli / Escherichia colj Biacyrua s 11/ Abséntin 1 g Blgeythasiriy |
-3aranbHa KinbKicTs apivaKosux . ]
i va AnicHABUX rPRGIB (TYMC) / S 10 KYOIr { - <10 KYO/fr 1 eiuig
oo Total yeastand molds count £ 100¢cfurg H

Rava sunaui cepruchurara / Certificate is issued on: 07/11/2023

LUnn 5 nigreepaxyo, wo HaBefeHa Buie IHpopmauin e gocTosipHol | Tounow. [io cepito
npoaykuii Byno supobnens (BKITHOMAOM M YRAKOBKY | MapKyBAHKA) | NPOBEABHO KOHTPONL 1T AKOCT
H& BuwesragalomMy zasoni BianosigNo go cneundpikauii, WO MICTUTBCA B peccTPauifHoOMY A0CKE Ha
apenapar anst AOCIHAXYBaHOTONIKApCLKOro 3acoBy. [lpoTokoriu supoBHUUTEE, YHNaKOBKWA Ta
BHANIZIB OYNKN PO3rNAHYTI. I BCTAHOBNEHO BiANOBIARICTE GMP/

By this T certify, that the mentioned above information 5 reliable and correct This batch of product has

been manufactured (including packaging .and labeling) and qualtv conirol of it is doneo%,lhm_above

mentioned site in accordance with the specification from the registration. dossier of the iny es!

Protocols of manufacture, packaging -and analyzes were reviewed and the GMP co
establishad

@
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LUpexTop 3 KOHTPONKO BKocTi / QC Director ;iﬁff" ChHexan MextaiSfhehal Mehta | =
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