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suppositories [00 wmy, 5 suppositories in a strip; 2 strips in  carfun package
Mxaodenasy varpiio 100 s
Diclofenne Sodium 100 mg
No UA/LG445/01/01, nin 22.04.2024, vepaainr it peeeTpRuifinero noesizens neodnorennii
Ne LIA/1G445/01/01, from 22.04.2024, Repistration Certifieate valid is unlimited
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Tests Requircments Resubis

|- Beseription

Guire

Cynomreopii  min  fisore 20 GBITAG-wONTOrG ®osnopy, | Biawonisac
Topreaono ol dopmy.

White 10 ligltt vellow color torpede shaped suppositories,

nplies _

Laewredinaigin

Ydentifieation

Yac  yipuMynanea  ocobrnoro TKY 152 XpOMaTorpaaias

DOCAHYRANOID | CTaumapioro PETIHIB, OTPHMMIBIX B yMoBuXx
KUILKICHOTD BislavenI, DonHue CHBNAAATIL

ABOBIIAC

The retention time of (he major peak in e chromategram of test Complics
solution cosresponds o that af the majer peak in the chromaopram

Cepusis soca

Average weight

ol slandard solution as oblained i yssay, - |
L23r£ 5% (1,188 r-- 1,313 ) ' 12621
125 g £35% (). 188 ¢ to 1.313 gz} 2629 ]

Omnopinnicrs amacp

Uniformity of mass

He Giabnge 2-x i1 20 CYNUAHTORTS MOKYTs METH BLXHICHNA Rig Biasoninan
Cepeimbol MacH Ginsuic 1k Ha 5 % § womeH i3 uix o HORHICH
MATH BANMICHIN B Cepeunol Mach Gilhure Hiw vat 10%

Qut of 20 not more than two of the individual weights deviate lrom Complies
the averaue weight by more than the 5% deviation and nene deviates
by more than §0%.

Assay

Pt)'illi\_il;lﬂ;lw_ - B He Ginvize 3 x5 13 xn 45 cex h
_Disttegration time Mol more han 30 minates. e M 13 MmN 45 st
Posmnnensn He srene 70 % (Q) 50 45 5a 87.0% - 98.0%
. Dissolution Mot less than 70% (Q} for 45 minutes. 97.0% - 98.0%,
Kiaekicwe suinaicuna N gunyesy:
Bin 95,0 sr o 1050 agep | eynoInTopii 1033 srdeynasur.
(vig 95.0% no 105,0% aEsodCHARY BAIPIO  BiA TasBaeHoTH 100.5%
BMICTY)}

et inepacin spudammocii:

B 90.0 ar po L1000y | CYUBEITORIT

(win 90,0% mo 1100 % JERACHENARY HAIPID  MA aoanteinre
BMICIY)

Redeese:

95.0 0 105.0 mg/suppository 1005 mgfsupp.
23.0 0 105.0% Diclolenae sodium of label claim 100.5%

Shelf life:

90.0 1o 110.0 mpisuppository
90.0 to 110.0% Diclofenae sadium ol lnbel eliim
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Factory : SP 289 (A), RIICO IndL. Area, Chapanki, Bhiwadi, Distt. Alwar, Rajasthan (India), #h - +O1-1493-208232/33/14/35
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Rusum Healtheare Por, Ltd .

Doy
Hicapeeknil 3acit;  JIRAQCEDF exnoasTopii no 1060 s, o § CYHUSRTORID ¥ eTpani, no'Z CIpImm ¥ Kaprossii yaawosni
Medicinal product: DICLOSAFE® suppositories 100 mg, 5 suppositories kn a sirip; 2 strips in a carton package
Cepin: Ne 1004200
Batch: o L o
3 Cyuponbusi noaiugy Hpu sinpyery: —‘
Houinka A ~ 11¢ Sismie 0,2 %. He suapicno
Mukcrmaasua Heipenming)icorana mosiika — e Sinwwme 0,3 %. He musinpene
Cynt goMiuox - e Ginsitte [0 %; He miaseno

Hd mepsin npuéamocniis

Homimka A - 1e Ginse 0,5 %.

Maxchmanea veizenTag icenana gomiwrn — ue Oitbiie 0,5 %,
Cyma aomimox - 1te Gimie 10 %,

Related Substances Release:
Toypurity A Not more than — NMT 0.2%, Not Detecled
Highest unknown impurity - NMVT 0.3% Not Detected
Tolal impurities — NMT 1.0%, Nui Detectod
Shelf life:

dmpuirity A - Not more than 0.5%,

Highest unknown impurity - Nol mere than 0:53%

Total impurities — Not more than 1.0 %,

9 MixpnGionoriana suetara® | 3araghng KinLKicTs pepoBinx MiRpOOpranismia (TAMC) ne Bl
103 KYOn,

Saramuua dasricys apisxos Ta Niicenesnx rpibin (TYMC) ne
Gime 102 KY O/

Microhislogfeat purity* Total acrobic micrabial count (TAMC) - Not more than ¥ efy per g. | Nol required
Total embined yeast and mould count (TYMC) - Nit more than | 0°
clliper .

* BnnpoGysanss MikpoBIaoriaal MicTers HPOBOAWTLCH Jty NePiunX 3 Cepidi, LOTInL 1718 Koncior 10 cepil, aBo orme pas na pir,
* Microbial purity will be performed on (irst 3 commercia batches thereatter at every 109 batch or ance in a yeur,

BHCHOBOIC  Cepin Me 1004200 BIaNORiZaC Rivoram MKST PIT Mol A/ 1644 5/01/0)

CONCLUSION: Baleh Ne 1004200 complies with the requirements of MQU RC Ne UAZI 644501401

AHA BUKOHAD @_\__OQ.T— " JATA ‘Mlgj‘w 24/
(ANALYSED BY} gulolled . (DATE)

» * g AL
Kostenrapi: meaas Lth‘ co

Commenls: np

Fasna npo ceprudirauiion wlificinyg a SRCBIETYI0, Mo Hadesena sune inopmanin ¢ Aoevoeipaee i Tounone, Hx cepin
nponyKaif dyna suroronnena (Brcrrouasgun YHAKOBRY / MapryRanms) | nponene o KORTDOAL 1Y S31600TH Ha
BERLCIFRAANIGMY THANDREMCTE] B 1ToB LT sianesimoecri 3 BRMOTANE, 3ATAATEHHME B UnHiii BacTanon; GMP,
Jarsepareniii Mivicrepersom oxoponu suepor'y Yipaia, § 3 sumoranm peectpanifinoro nocee Kpaiin NPHIKAYEHHS,
Hporokonu BUPODRHKTBA, FRAKORKH T4 ananisin Gy nepersany i i seraneaneio ix Bianoninsicts niroram Gv Py,
Centitication statement: «Om this 1 certity that the above-mentioned information is true and aceurate. This preduct batch
was preduced (including packaging / babeling) and conducted for its quality control at the above-mentioned
manufacturer according to speeified in the enrrent CM P guidelines, approved by the Ministry of Health of Ukraine, and
with the requirements of the registration dossier of the destination country. Records of manufacturing, packaging and
analysis were reviewed and determined for their compliance with the GNP requircmentsy.

Kepittmi rpyim KOITROMO SKoet] Yuouimakena ccoGa, wo saifiemoc eeprrinaltio
Quality control group manager cepii

Isd'a o npisme Quaiified Persen cerlifying the baich
{Name) N '{~{ 5;{_.1,%;\_ /]Q,Q )[3_;;3 I_M’H T HplEAINe

Mianue s {Name)

{Signature) > { pe Pliane @
Jara miamicanus 'J””f/ﬂ“"‘"" (Signatre)

(Date of signatwe) '}-{‘)U ?’f’)ﬂ ) Rara miamecanna

(Date of signature}

Kepineoas rpynns wonrponio sxocri Meneikep siaginy sabesienc
Qualily control group manager Quatily Assurance ErOup minager
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