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CERTIFICATE OF ANALYSIS No.

CEPTHOIKAT AKOCTI
Product name:

Hazea npodywmy:
Pharmaceutical form,
package type and size:
Mixapeexa opma, mun ma
DOIMip ynaxoeru;

Dosage / potency:
Hoza / cuna i

Manufectured by WORLD MEDICINE [LAC SAN. VE TIC. A5,
Location; 15 Temmug Mahalles: Cami Yolu Caddesi
Ne:50 Gunesli Bageilas/stanbul, Turkey
License: TR/ /2019/12-0

Bupotineno; YOPLT METHIIHH LAY CAH. BE TIIT¥ AL
Micyemmazodocenna: 13 Teaooys Mararseu Joeavd Hony Jueaddect
NS0 Noneuesi BasdscnaapCrawina, Typewiune
Jiyenzin; TRAUTZ019/12-0

40000028905

ROSUSTAR
POCVCTAP

film coated tablets, 20 mg; 10 tablets in a blister; 3 blisters in a carton box

mataemcy, expumi naisxosow oboaonxoio, no 20 m2; no 10 mabremox y

baicmepi; no 3 Gricmepu y xapmonnii xopobyi

rosuvastatin (as rosuvastatin calcium) 20 mg

posyveacmamun (v thopui posyeacmamuny xaneyio) 20 m2

Registration certificate: UAS18372/01/02
Peccmpayiiine noceiduenns.
Batch no.: 307000870
M cepil:
Batch size: 16.660 packages {ynaxosox)
FPozmip cepil:
Manufacture date: 07.2023
Hama supoBnuymea:
Expiry date: 06.2026
Tepmin npudamnocmi:
TEST SPECIFICATION RESULT
Hoxaswuxu axacmi Hopmyeanns Pesynbmam
Description Round, biconvex, pink film coated tablets, embossed “RS |Conform
O 20™ on one side and flat on the other side.
Kpyzni deoonywial maGiemxu, sxpumi naiskoeon Bidnosidae
OBONOHKOI PONCER0Z0 KOABOPY, 3 EDasiioeanHaM
«RS 20» 3 0dnozo Goxy ma 21adxi 3 inutozo 6oxy.
Identification
Idenmuchinayin
rosuvastatin Retention time of main peak obtained from sample Conform
| POIVEACTIATY solution chromatogram should be similar with retention
time of main peak obtained from standard solution
chromatogram. Bidnosidae

Hac ympuryeania 0cHoeno20 NiKy, OMpuManozo Ka
xpomamozpami unpobysanozo posyuNy, Mac
gicnoeidamu vacy ympuUMySaHNR OCHOBNOZO0 MiKy,
OMPUMARO20 HA XPOMAMOZPAMi CIMAHOAPMNOZ0 POIYUNY.
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Menufsetured by WORLD MEDICINE ILAC SAN. VETIC. AS.
WOALD MEDICINE Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
1 Wo:50 Gunesli Bageilas/Tstanbul, Turkey
License: TRAUY2019/12-0

Bupofisens: YOPJT METHIHE 114Y CAH. BE TUTH AL
Micyemazodaenrct: 15 Teaoays Maxarseui Jocani Hory Jucaddect
He30 Nowesuni Bazdeauman/Crawiin, Typewnmia
Sigensin: TRAUY2019/12-0

CERTIFICATE OF ANALYSIS No. 40000028905

CEPTHQIKAT AKOCTI
TEST SPECIFICATION RESULT
Hoxaznuxu axocmi Hopmysanus Pesymsmam
titanium dioxide Conform
mumany dioxcud Orange-yellow color should be obtained. Bionosidae
Mae cnocmepizamucs ROMAPAHYEso-2coeme 3a6apanenns
red iron oxide Dark blue residue should be obtained. Conform
sanfza oxcud wepsoHull Mae cnocmepizamuea mesno-clnill ocad Bidnogidae
Water content <6.0% 5.0%
Bsicm sodu <6,0%
Disintegration < 30 min (xeuwaun) 2 min (xs.)
Posnadanma
Dissolution Mot less than 85.0% of label claim in 45 minutes 98.8 %
Pozuunenna (0=80.0%)
rosuvastatin He memw 85,0% aid sanenenol xinvxocmi npomazom 45
POIVeacHam xe. (O=80,0%)
Uniformity of dosage units Acceptance value (AV) should meet the requirements. Conform
Odnapionicms L1: Max.15.0, L2: Max.25.0
dozosanic odunuys lpuiinamue snavenns (AV) mac sidnosidamu eumozam.  |Bidnosidac
LI: Maxe. 15,0, L2: Maxc.25,0
Related substances
Cynposidni domitcu
lactone impurity <0.5% Not detected
domitxa RaKmory He sunsieno
unknown impurity <0.2%
weidenmupivoeana domimira 0.06%
total impurities < 1.0%
cyma Gomitox 0.12%
Assay
Kinekiche suznavenns
rosuvastatin 20.0 mgftabl. £ 5.0% (19.0 mg/tabl. — 21.0 mg/tabl.) 19.1 mgftabl.
| POZVEACIIATUN 20,0 me/matn = 5,0% (19,0 ma/mabn, — 21,0 me/maba) (ma/matin)
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Manufastured by WORLD MEDICINE [LAC SAN. VE TIC, AS.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
MNe:S0 Gunesli BageilanTstanbul, Tuskey

" Praicedil gy License: TRIUY/Z019012-D
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Bupotiresa: YOPIT MEJHIIHH (745 CAH. BE TITR AL
Micyemarodsceior 15 Tesgys Maxazeead Treaul fony Dowcaddect
M50 Nowewrd Bopdacicrap/Cmawlys, Typeviung
Tiewsin: TRAU¥2019/12-0

CERTIFICATE OF ANALYSIS Neo. 40000028905

CEPTH@IKAT JKOCTI
TEST SPECIFICATION RESULT
Hoxaswuxu axocmi Hopaysaiiia Pesyasmam
Microbiclogical quality
Mikpobionozivna wucmonma
Total aerobic microbial count
(TAMC) <10°CFU/g <1 CFU/g
Jazansna kiwxicms aepobuce  |<10° KVO/: <1 (KVOe)
MiKpoopaaHizvie
Total yeast/moulds count
(T i < 10*CFU/g <1 CFU/g
Jazanena witexicms <107 gvo <] (KVO/z)
OpiNcONCORILE A RATCHABIX = =
zpubis
Escherichia coli Absent/g Absent /g
Bidcymni/ 2 Bidcymni/ 2

1 do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the guality control on the abovementioned
manufacturing site in full conformity with the GMP requirements, established by the regulatory agency of
Turkey as well as with the specification and control methods of the analytic-normative documentation,
registered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed; conformity with
the GMP is established.

L 5 sacsiduyio, ujo nepepaxosara ewye indopmanyia € docmosiprown | moynow. Lz cepia npodyxyit Gyaa
EUZOMOBNERA (BRACUQIONY RAKYEAHHA / MAPKYEANNA) 3 NPOGEOEHHAM KONMPONC AXOCTE HA SUMjesxazanil
supobiuin dinenuyi 6 noewili aidnosidnocmi 3 sumozamy GMP, scmanoenenumu PESYIRMOPHIM OpeanoM
Typewuunu, a maxoxe y sidnogionocmi 3 eneyuibixayico | memodamu xonmponio axocmi (MICH),
sapeccmposanwmy & Yipaini. Hpomoxoau eupofinuymea, ynaxosxu ma awanizie Gynu nepeznzrymi ma
ecmanoateno gidnogiduicms GMP,

Surname and position of person, approving batch release to market WORLD MEDICINE ILAG SAN. VETIC. A3

[pizsuuye ma nocada / 3eannn ocoby, axa ewdana Jozein Na sunyck cepil Badaler ! ISTARBUL Tix Sic, N 7983350

Signature and date, stamp
IMidnuc ma dama nidnuwcanna, nevamea / tamawn
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