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Medicinal product: ROSEMIDE? ODT {orodispersible tablets 4 mag, 10-tablets aye in o biister; 2 Dlisters isin 2 warion
package)
‘Cepin: No 1802273
_Batch: L L
8 | Wiingicne wirinasenns 95,0 % — 1035,0 % sl suseaeHora gyicyy 97 3%
3,800 - 4200 anvraGne rry 3.8900 v
Assay - 95.0%: 1o 105.0% label clajm- 97:3%
L ek 2300 meftablet ~ 4200 mghablec " _1.3.90¢ ma
49 1 Cyuponini nemimen Binvraopucneprion: ne Siutge 0.3 % | | He mywmaeino
i sciepagor me-N-okesi: e Gigmuoe 0.5 % He sugyieiio
byas-axa ingusizvancia seinenyndixonana noMiIsa ne Giasiie 0.2 " He s neio
Cyaa aoMisnok: 1e Oiieure 1,0 % He euagaeno
Rebited Snbstance Bicyclorisperidone; NMT 0300, Not Detleeted
| RisperidonecissNeoxide: NMT (.58 %, Not Diefecied
Any indivichiad Unk imp: NMT 0.20 % Not Detected
. I Total impurities: NMT 1.0% Not Detected
10 | Minpofiloasrinua Baragella KidexicTh aepobunx Mixpoopranints {TAMCY we Bitme 107 ~
ICTOTO? i Ky Oii
Jaransha KINLKICTL: AP HKDROBIN T4 DAL HEBNR rpiiis (TYMCY: ue Diapnse
10% 1KY Qe
Bineyrwicrn Escherichia coli 871 - npenapaty,
Micyobiotogical Purity® | Toual Aerabic Microbjal Count-{TAMCY: Not more (han. 113 Crile: ‘Not reguired
~Total Combined. Yeasts/Moulds Count (TYMC): Nal more than | CFU
L | |\ Escherichia coli abseniper i g o
* Kotpom Mikpadionorinol wictorn MPOROANTH A% meputnX 3 cepiit, norint g kosaied 1 cepil adn oamsi D83 B Pix, -
* Microbial purity will be performed an first 3 commoréial batches therenfter atevery 0™ biteh or once in a vear.
BUCHOBOK: Cepin Ne 1002273 Biarosidas Rraoray MK PTT N UASI9131/01/03
CONCLUSION! Bateh Ne 1002273 complies witly the requiremeiits of MQC RC No UA/TOT51/01403
Y o o
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upoaykniy dysa BRIoToBRMeHZ  (BRIIOYAGT i YHAROBRY / MApRyBanus} i BpoBegcno womTpoas Y oaxecri nHa
BRIREITAAAHOMY NIANPHMETRI B AOBHIA Biinosianseri 3 BHMOramMun, JaINATCHHMH 8 vuapid wacradosi GMP,
sarseporentli Minicreperaom oxoponn syoport Yspaimn, 13 susorasm PEECTPALIANUD A00he Kpaliil UE3HARCHHY,
IIporoxou supodnnures, ynawonen T anasisie Syan veperanyyri i scrrosacuo ¥x sianosianicrs nustorax GMPy,
Certiflicaton statement: «Ow this | cerfily that the abave-mentioned information is triue and accurate. This product bateh
was produeed (including packaging [ Ia heling) and conducted for iy quality controf af the abuve-mentioned manufacfurer
according to specified in the current GMP puidelines, approved by the Ministry of Health of Ukeaine, and with the
requirements of the registration dossier. of the destination country, Recovds of man ufacturing, packaging and analysis
werereviewed and determined for their compliance with the GMP Fequire critsy.
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