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Mera Nahdicanercia Nabnik Komnani Nimites

anpeca’ 3ason Nel 384, Moo 4, Coi 8, berrny lHaacTpuan lereinr, Narrara 3 Paya, $paexca,

Myinr,Camyrnpaxaps 10280, Talnarg.

CEPTUBDIKAT AKOCTI/ CERTIFICATE OF QUALITY

AKHETPEKC 10, kancynu m'siki 1o 10 mr, rio 10 kancyn y 6ricrepl, no 3 6nictepu 8 KapToHkii
'-gopoESz.zi 3 MapKyBaHHAM YKpalHcbkoo moso fACNETREX 10, soft capsules 10 mg, 10 capsuies
in a blister, 3 blisters in & cardboard box with labeling in Ukrainian

Kowwa kancyna MicTuTh: 10 .Mr IsoTpeTunoiny /. each capsule containg: 10 mg of isotretinoin

‘Ne cepii/ Batch No: 23128D1

Larva surotosnenya./ Mig: 28/08/2023
Kontponstui Homep / Control No: 23-1666

Po3smip.cepii (ynakosku)/ Batch size (packs): 2700

PeecTpauiiine nocsiguerna/ RC of drug: Ne UA/16557/01/01
Ne GMP-PIC/S cepTtuchixara / GMP-PIC/S certificate No: MI-2015-CE-07830-1

TepMin npuaaTHocTi / Exp: 27/09/2025
‘Ne riuensii/ License.No: J 1/2528

| Ne MOKA3HWAKU AKOCTI / BUMOTW CRELIMOUKALLL / . PE3YNBLTAT/ |

; QUALITY ITEMS SPECIFICATION REQUIREMENT RESULT '

r 1 Onne / Description Ogmanekl, nypnyposl, Henposopl, MmaAKl Bianoelrae /

i Kernaruroai kancynu / | Complies

] 1_ Oval, purple, cpague soft shell .gelatin |

N capsules )

‘ 2. i CepeaHs maca Bmlcty kancynu/ | 152.00 - 168.00 mr/ karncyna 168.48 mrf
Average filled weight per capsule 152.00 - 168.00 mg/capsuls | Kaneyna |/

- | bt mag/capsule

- 3. | Posnapanua / Disintegration time | He Binbwe 30 xBunuH / ] & XBUTTUHR |

NMT 30 minutes minutes

y | laentudikauin BEPX Yacy yTpumyBannsa MiKy 130TPETUHOIHY Ha Blanoslpace f

: | ldentification HPLC XpomMarorpamMax Aocnlmpkyeanoro Ta Complies

; CTaHAAPTHOTO POIYHKHIB NOBWH ki

cnianagar/ :

a the retantion time of the jsotretinoin peak on

; the chromatograms of the test and standard |

i _ solutions must-match.

+ ! Ydenexktpodhotomerpin f MAKCHMYM NOrAnMHaHHa noBuKed Bytw B 355 Hm/nm

] - UV Spectrophotometer Mewax 354 — 358 um / ;

b the absorption maximum should be- within 354 }

o 358 nm

- KinbKicHS 8M3RAYOHRS
3oTpetuuoiny f Assay of
| isclretinoin

9.50 - 10.50 Mr/kancyna
9.50 -~ 10:50 my/capsuie

b ma L mmm e e =

9.73 mrikancynal |
mg/capsule. |
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} & CrovoR ANk I RRERTIRSTIN - I
|  Relaled substance
1 ; <TpeTuraTH | tretinoin. <4.0 % /| NMT 4 .00% 0.46 %
: -HauBiayanbHa fomitika / 1.0 %1 NMT 1.00% - 0.05% ;
1 ©individual of other.impurity | it
! | «CYyMa fOMIWoOK | 1.8 %/ NMT 1,50% - 0:11 %
. sum of other impurities » o
-7 OpHepigHicTe  AO030BAKMX AVES 15 4
S oamuuds f Uniformity of dosage
§ g unit ¥
i 5 | Poauunenns / Dissolution 2 83 % mig sasaneHol Kinbxocri/ 1 98.99 %
| NLT 85.00% Labeled Amount | | i
| 9. [ NporopxaHha sanoeHeHol Macu | £ 10,00/ 1.27 3
i (neporkcuare sncno) fRancidity of | NMT 10,00
: : fill mass (as peroxide value) )
10, | KinbkicHe BU3HAY@HHHA 11.87 - 14.63 mxrixancyna 12.96 mkrikancynal |
: L eyrunrinpokcuadizony / Assay of | 11.97 - 14 .63 meg/ecapsule | mcgicapsule t
' bulvlaled hydroxyanisole {BHA) -
: 11, - LnenTrdhirayis Yacu YTRPHMYBaHHA iRy Bianoeipae /
i  Dyrunrigpokcuanizony / ByTUATIAPOKCHAKIZONY HA XPOMETOrpamax Complies
| . Identification.of butylated AOCTIKYBAHOTO T4 CTAHHNAPRTHOTO |
hydroxyaniscle pPe3avMHia NOBUHKI cnignanaTy /
The retention time of the pezk of butylated
hydroxyanisole on the chromatogram of the
T D _ tested and standard solutions must match L
12. | KinbKiCHe BH3HAYCHHS 1.440 — 1,760 Mxr/xancyna/ 1,545 mxrixancynal ©
| puHaTpi epeTaTy / 1.440 ~ 1.760 mcg/capsule mcg/capsule
| Assay of disodium EDTA
i 13 laenTuchikayis Yacu yrpumyBaHHa nixy auHarTpho eperarty Binnosligae /!
1 - puHaTpio epetaty / Ha XpomaTorpaMax AOCHiKYBEROTO T& Complies
: ldertification of disodium EDTA CTAHOADTHOID nO3IYMHIB nNOBUKHI 'f
i cnienagatu / -
The retention time of the peak of disodium ‘
§ EDTA on the chromatogram of the tested and
E_#-...m.ﬁ_*,..__w__....,,h__._‘_ . standard solutions must match L
P14 lnenTupikauis glokecuay TUTany/ [MoAaBea opanxkeso-4epsOHOro 3azapsnerHs Bianoslaac /
1 dentificaticn of titanium dioxide I An orange-red color is produced Complies i
15 ipenvudhikauis / identification of B N
= AlaManToBUlE DNakWTHUA | -KoedigiceHT yTpumygauna Rf nnamu Ha Bignosinae/!
.~ orifliant hive XxpoMmarorpami  gocnigkyeaHoro  3paska. Complies -+
NOBMHEH siagnoeigaTtu xoedyitieHTy 1
: yTpuMyBanHa Rf ansMu Ha XpomaTtorpami 3
| cvanpapTHoro apaska [/ the _reteation i
ceefficient of the Rf spot on the chromatogram -
of the sample under study must correspend to
the retention coefficient of the Rf spot.on the | B
| chromatogram of the standard sample | ]
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‘ - KapMOTauH / " HACKH YTPUMYBAHHA NiKy KapMoTauHy Ha Bignosigac i
| - carmoisine Xpomarorpaml AochnigxysarHoro TR Complies '
CTaHRapPTHOro PO3MMHIB NOBWHHI
cnisnanaru fretention times of the Carmoisin. |
| peak-on the chromatogram of the tested and.
: standard solutions must match B | |
| {7 HacW yTpuMyBanus niky nowco 4 R wa. Bianowigae
| ’ - NOKCO 4R XPOMATOrpam A0CNiAXYBanoro 1a Complies
b - ponceau 4R | CTaHA3PTHOro PO34UHig NOBUHRI
! cnisnanaru / :
i | - the retention limes of the Ponceay 4 R paak
S 1 on lhe chromatogram of the tested and
e | StENdard solutiomns must match i e
18 1 laenruthikauis OKCWAY 3anizg / fosaeBa  cunboro 0Caay 3  pPO3MMHOM Bignoeigae /
iGentification of tron Oxide thepouianiny xaniw, HOPOIYUHHOIO v Complies |
CONARIA KucnoTl npy BigcroBann! / |
The appearance of a blue precipitate with a
solution of potassium ferrocyanide. insolubla in
| hydrochloric-acid during settling
17 B MICT ao:m-; B oGonowyl / I'g 11.00% LT e 9.25%
3 _Water content in shell NIVIT 17.00%
18 MikpoGionoriyMa uuctoTs /
- Microbial imit tests -
/- 3aranbna KiNbKICTL aepoBHUX | £ 107 KYOIr/ - =10 KYQ/irictuig |
" mikpoopraniamis (TAMC} / 571000 clulg ' |
- Totat asrobic microbial count v
- Escherichia coll 1 Escherichia coli L | |
¢ -3aranpHa KiNLKIETL APDKAKOB UK | Bidcytha 817/ Absent in 17 7 Blacyrwa e 1rig
1 Ta-nnicHAsuX rpusie (TYMG) / | |
g ; Total yeast and molds count S10° KYO/e <10 KYO/Iri cluig
[ S 100 cfulg. I

e — . P o me e em avea . smsmmee ee—

_'ﬂ'%i%ézuﬂgqi ce-pmcbn'kgr_a.I.Cert_i%'f{_:"é't_é-'is issuezi on; 09?11!2523_' |

LM # MATBEPLKYIO, o HameneHa BUe iHbopmauin ¢ AROSTOBIPHOW 1 TouHOW. LK cepio
npoaykuil 8yno supobhano (BrITIOYaKouu YNAKOBKY i MapKyBaHHs) i NPOBEAGHD KOHTPONGL 1 IKOCTI
HA BUUIEIranaHoMy 3aBogi BianesigHo ao cneundpixayil, Wo MicTuTbes B pPeCcTpaulinHoMy AocwE Ha
nperapar ans AOCNIAKYBAHOTONIKAPCLKOFO 3acoby. lporokonu BUPOBOHMLUTBA, YNakosku Ta

asanisie OyNn posrnaHyTi | BCTAHORNEHO BiAnoBInHicTL GMP!
Sy this | certify, that the mentioned above information is reliable and correct. This batch of product has

been manufactured (including packaging and labeling) and quality control of it s done on be——am@\
menuoned. site in accordance with the specification from the registration dossier of the iny stigaleandisua
Protocols of manufacture, packaging and analyzes were reviewed and the GMP- complapte ahbe\;ﬁ-i%\-_
estabished. i o PR
Hupexrop 3 konrpomo sikocTi / QC Director /. CHexan Mexra/Snghal Mehta v \l,
T
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