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Kniscpra Qimis
TOB «Kycym ®apm»

CEPTHU®IKAT KOCTI
CERTIFICATE OF QUALITY
[ Haané_npm}?iﬁjy;. - OBA.HEKC@ 'raﬁne'rm, BKPUTI. MNIBKOBOIO 060;10}1}(01«0 110 20 MI
| Name of product; OZALEX®, film coated tablets, 20 mg
Cuna it Po3yBACTATHH KaNblLilo y nepepaxyBanHi Ha poayaac*raum 20,0 Mr
Strength: Rosuvastatin ¢alcium equivalent to rosuvastatin —20.0 mg
Cepist Ne/ Batch No.: SOG4001 Posmip ynakosxu / Package size:  No28 (14x2) |
Peccrp. Ne/ A.R.No.: FP/0091/24 Tun ynaxosks / Pack type: I‘:}niczep/ Blister
Posmip cepil/ Batch size: 310 000 rab/tab Hara uroroBienns / Mig. date: 01.2024
Kin-T6 ynaxonox / No. of packs: 11 071 ' Tepmin npuaaTHocTi / EXp. date: 12.2025
Kpaina / Market: UKR
Peecrpaniiine nocsingennsn Ne: | i TEepMiH T HeoBMexenni
Registration Certificate No.; UA/L 6949/0;{02 unlimited validity
Ne n/u Ha3zsa ananisy Crenudiikanis Pe3yabTaTH aHANIZY “
Sr. No. __Test name Specification | | Test result
Onuc TaGnemn BKpHTl TJTIIBKOBOIO 060HOHKO£0 POAEBOTO Bipnosiaae
KONLOPY, KPYIyH, HBOONMY K, rnaaki 3.060x cropin |
L | Description Pink colored, filin coated, round shaped, biconvex | Complies
tablets, plain on both sides |
I):[&Hﬁ&tl)iﬁauin:: | i
Inentudikauis A VO-Criexpy NOTIHYAHA OCHOBHOIO nixy Ha xpomMa- | Bianmosinae
pO3YBACTATHHY TOrpamMax BHHpO6GByBaIIOI“0 PO3YHRAY 1 CTAHAAPT-
HOTO PO3YMHY NOBMHHI 10Ka3yBaTH MAKCHMYMN ] Mi-
o { HiMyMM NpPH THX KE JOBXKHHAX XBAD. |
Inenrndikania B { Ya¢ yTpyMyBaHHI OCHOBHOTO THKA Ha XpOMATOrpd- Bixnosinae
po3yBacTaTHHy | Max Bunpoﬁosyaanoro Ta CTARJAPTHOTO poatmma
1 OTpHMAHNX TPH KUIBKICHOMY BHM3HAYEHHI, MalOTh
cniBragaTy,
2 Identification: -
| Identification A of The UV absorptior spectrum of the principal peak in | Complies
rosuvastatin the chromatogram obtained with the test solution ex-~ |
hibit maxima-and minima at the same wavelengths |
as the UV spectrum of thie principal peak in the chro-
T | matogram obtained with standard solution. __
Identification Bof In Assay, the principal peak in the chromatogram ob- | Complies
1 rosuvastatin tained with the test solution has the same. retention
time as the principal peak in the chromatogram ob-
| tained with the standard solution.
;"f"fjsnﬁéinaﬁﬁﬁ '“ He Ginbie 30 XBAIHH T 10 xe 48 cex
3 Disintegration NMT 30 minutes () min 48 scc
Po3unHe Ry T T He mene 75.% (Q) ]':'Jbayflsama'mn{za-30-5-{3113114&J' 96 % -
4 Dissolution NLT 75 % (Q) of rosuvastatin in 30 minutes
Oﬂnopmwiéﬁ 030BaHHX | Av<Ll (Ll‘ﬂlS,O)
g | ORMMHIL
Uniformity of dosage units AV<L1 (L1=15.0)
A {5;@,«{____[; A A At
iy {M : fo
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Ne w/u Ha3ga anajiizy Crenugikauis PesynTaTis aHanizy
| Sr. No. | Test name | Specification ~ Test resuit
CynpoBizfHi oMilIKH Rosuvastatin ketone: ne Ginpiue. 0,80 % 0,037 %
Rosuvastatin lactone: ne Gimbiue 0,50 % 10,022 %
‘Rosuvastatin ethyl ester: we 6insme 0,50 % He suasnexo
PBynb-akuit HecrielydikopaHuit TPORYKT PO3KIA-
| nanms: we 6inpie.0,20 % 0,022 %
& | Cyma npoaykrie posknanauns: ve 6impwe 2,0 % | 0,092 %
Related substances ‘Rosivastatin ketone: NMT 0.80 % 0:037%
1 Rosuvastatin lactone: NMT 0.50 % 0.022%
| Rosuvastatin ethyl ester: NMT 0.50 % ~ IND
| Any unspecified degradation product: NMT0.20 % | 0.022 %
Total degradation products: NMT 2.0 % 0.092 %
KinpkicHe BU3HaYCHHSA Bizx 95,0 % o 105,0 % posysacTaThHy B ONHiH Tab- 101,4 %
MeTHi Bil 3asBIIEHOT KINHKOCT
7 Assay | 95.0 % to 105.0 % of rosuvastatin per tablet of the la- | 101.4 %
bel claim
Mixpobionoriuya YuCcToTa Jaranbhe  UWCHO  aepobHUX  MIKpOOpradismis
(TAMC) —ue Ginpie 10° KYO/r < 50 KVO/r
3araibHe MUCNO JPIKUKOBHUX Ta nnicenenyux rpubis | |
(TYMC) — e Ginse 102 KYO/r <50 KVO/r
__ Bigcyruicts Escherichia coli B 1 r npenapaty BigcyTHs
8 Microbiological purity Total acrobic microbial count (TAMC): -
NMT 10° CFU/g N | <50 CFU/g
| Total combined yeasts/moulds count (TYMC):
| NMT 10% CFU/g 1 <50 CFU/g
{ Escherichia coli must be absent per'g - Absent

BUCHOBOK: / CONCLUSION:

TIponyxT BHIOTOBACHO, YIIAKOBAHO T4 TIPOANANI30BAHO SrIAHO 3 BHMOraMy peecTpauiiHOro NoCBiAueHnA.

The product is manufactured, packed and analyzed as per requirements of Registration Certi{icate.

Binnosizae cranpapram ta suMoram GMP.

1t corplies with GMP standards and requirements.

Jlinensis Ha BUpOOHUITBO NIKAPCEKHX 32C00]B:
Licence for medical products production:

L{vM MEATBCPIKYIO, W0 Bei supobrwvi oTapil
nacranoni 3 GMP, sarpepivxeniit MiHICTEpCTBO

_

I hereby certify that all the manufacturmg stagg , this bateh ¢

Al

Ceprugixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB.Na 598054
Batch AB No. 598054

1;9“?§~-%U’93Wt
mn%ﬁ’h“ KpaiHy, i
\’;

Ministry of health of Ukraine and with the requirpidnts of the Mithketing Authorigatlon file of the destination country.
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; 'H’ SpilicHen) B NOBHIN BIAHOBINOCT] 3 BUMOTAMM, SA3HAYCHBMAI B MHHHIH
TivoramMu peecTpanifiHoro AoChe Kpast IIPH3HAUCHHA,

finished produ t% e been carried out in full compbance with the GMP requirements of the.

Ximik-aganiThk ‘\ﬂ:"; 3ar
Analytical Chemist T Giebet

e BICH | e BT
“Charge TQC Head

VIOBHOBAXEHA 0c0o0a.
Qualified Person

y - T n // %
Im’a/Name: | /77 W&, . L Ly Jﬂgawv Loy, (}Zﬂ
 Thanuc/Signature: % %_& %Efz*(i'"ﬂ?’ﬁ’f/ |

{ Mara/Date: 7'5/;2 /2 ¢
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