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Cynosgropii navinaas i na SO0 e oo S cyao s opits v erpini we 2 orprini y s prran i
viakmi

Medieinal produoct:  MIS O1* vaginal suppositories 300 my, 8 suppasitories in astvipy 2 strips in a carfon packaye
Tlirun peronipat werpoieseny SO0 an
Avtive fngredient: Netronidazole 00 mp
Pecerpaniiine mocsirenim: No UA/TGI3T/06/0L, nin 1 repain Ut pecerpuiiioro noeerianein neofisiee niii
Registration Certificate: Ne UASIGT3 10101, from 180322, Registvation Certificate valid is nanlimited
St a supoeduuirse Ne Ruj/2354
Ceprsdinar GMP No: 042/2020/GN1 P
Bupoduss: Kyeva Nearxwep Hev ik, T
Agpecn mupobnn: CCHR289 (A), PHKO i uxpm apes, Honmaeis Huiwod, Jlier Aomap (Paukaceran), tuain
Manutactured by: Kusum Healtheare Pye LAd, fndis
Address of manufacturer: $P-289 (A), RILCO Industrind area, O hopanki, Bhiwadi, Disto Abwar (R 1jasthan), India
Cepis Nr 1003315 Posatip cepiic 6000y, Havisur, 02/2024 l "'<:mm a0 0172027
Ratch: BBaleh Size: [BENE :
Ni Flas s nowasiiea i Buarns o I Pesyawiarn arpaiin
Name Tadex Reguirements Y Resuit of analyses
1 e Cytsivropit wi - Giaers WU ROILOPY.
FOPHEAOHOAGHOY Jrapit
) » White to light vetlow cufor torpeidy stiaped suppositorics, Complics
2 llomuq)m,nlm VA-cHer R nan ot nnupun\ BTG PUSHIIY HONBICN Ma Binosinac
RREUNYA 5 IINI pi TRC TR XRIE oo -
PIOFIHANIS CIATEPTIOND POy
Ideutification The UV specta of Metronidazoke i the est salution should exhibit | Complies i
- | he same .\l)smpuon MAN A 7| rved i standird olfion. T ‘
3 PRI MAC 2,51 :
Average weight 15y - it
- Oanopianicrs dsaci Mo flnane 2-x03 m Cvin nmpnv ,\m,l\\ o matn eisisenna i | Bisnowgiae
cepeannol Macn Ginme nig 3 JOROICH 3 HEN e ToRngen
AT REANTCICHI B CUper ot siacy GRmine iis 1 10 2%
‘ i
uiformity of weight Gul of 20 not more than to ol the mdividuad weights devinic from | Complics :
the average weight by more than the 30 tion and none :
. —— deviates by more than 10 %o .
3 Poinagamn 1l Guintie 60 xi
Disintegiation time 1 Natmaote than 60 s L 3 o Mn D sec o
6 Kinuricie nursadenns Hpu guny i
i 475 s oo 325 a1 ovsosiopii Ls08.6 we
(0,1 95,0 %% a0 FOS0 M e TRpo@iony e siEienero EAHCTY) ! Jut 7%
//({ SO T o |
3504625 s a0 337 5wy 1 ovaosiopi $
(m,i_ 0725 % 40 1073 50 MUFDOTIVIIGOAY /L HERICTION0 RAHETY) |
Assay :
{78y o B wisdpposiiony 080 me
l 95.0 %o l']w 0 v, matronidazale of tabel clinm 101.7%
G25% Lo 1075 lmlemmi‘\w‘z,‘vr\ <>1»'v wlichinm !
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Jlikapenwnii pacid: Cyposeropii pavinaanni o 500 s, uo S eyt ropite v orpini no 2 crpras y waproniii

MICTON? ISR

Medicinal product: M ISTOLS  vazinal suppositories 300 mg, 5 suppositories ina strips 2 strips ik a cotan package
Cepiss No 10033145

Batch:
7 Cynposiauni aosinn Tipne @uamvicny: !

Doatetnz- L3 -uirpoiizasn - e e 0.4 % 0018
Makeisaibta (e g iRosana 10MRa - e Sispie 0,1 %o, 1032 i
Cysta goaimox - ne Siave 0.8 % 0 (65
Ha meopatizi npudainocmi:

| 2-neria-(3irpoisizurson - ue Sianie 0.5

: AL el CIPIERORAT SR - 1t Gl 0.5 %0,
Cyaia aosimor - e Siaine JRURA

Related Substances 1 Relfease:

2 methyl-4(H)-nitroimidazole ~ NMT 0 4% 0.018%
Jighest uknown impuriiy - BT 0 4% [ERERNEH
Total impuritics - Nt 0.8% 0.00:4%%0

Shelf life:
2 methyl-d(5)-nitroimidazole -
Highest unknovn impurity - MM 0 5%
Aotal impurt { ‘
3 Mirpofioaorism nuerora® Jaramsim Ki
107 KY O,
FAraahHa KETLKICTL APECEROBIN 1 nsceneniy rpndis (EYRO) ne
Gianme 10T KYO/r.

et Psendomonies aori s 1z Iperapiey.

G, aepuomix sikpoopr anvssin {TAMC) e Biaue

AHIC UL Ntaphylecoouus apreies @18 RpERGpary

L . 1
viicty Cancida albicans » 1y npenaganry i
|

Microbiological purity® Tt serahne microonmisms CEAMEY NN T CEFLE,
Total Yeast & Mould Count CEYMOY NS0T CFEDR

Psendomonas aeruginicsa shoubd be absent pey I8

Steslndococeses arens should be absenipor Ly
- e ) 4 Candida athicans shoutd be
¢ PampnGysaing sikpodio HTCTOTI HPORUANTRCH L3 HCPINN G ea
ficrobual purity will be performed on first 3 commeteial batehes thercafter alavery 1P buteh or onge ina veu

BHCHOBOI:  Cepis Ne 1003315 BLANOBEAC pHsoras MRS P MUAADIIAGED]
CONCLUSION: Balch Ne 10033 (5 complics with the reguiremints sEMOC RO No UA6I3HOTOL

e

DIj0%) G

- A o
ANAII BUKOHAD Ly M STl T ks g HATA !

(ANALYSED BY) (AT

Kengenrapiz peyae

Commenis: po

Zasg apo cepriicanin: @il TICRPOTYI0, NLO HABEIIRR RN indopatiin ¢ zocrosipiowe Fromon. Llst eepin
HPOAYKIET GY00 BHEOTOBICHR (BRATOTRGEY YHAKOBNY FMAPRYBANUI) | HPORCICNO KOUVRRIL T shcne T 1 BBIIE3 oy
sHanpremeTni B uosui REAOBEOUTE 3 BHATOTIMI, JESHTIeH AT ) it naceanoni GRIPOTnepaweniid Minierepernon
oxopou s0por'n Yrpain, i3 BUMOraIl PeCCTPAITHON A0CLE KPATIE IpIuariet. Hporowo pupodnirng,
YRARORKN TA anasiiin dyan Heperasuy i i BeraoRary ix piutosianicts sustoran GivPa,

Factory 1 SP 269 (A). RIICO Indl. Area, Chopinki, Bhiwadi, Disti. Alwar, Rejasthan (India). Ph =91 11932982
Email ¢ infoiikusum.com, Webaita 1 www kusumhealtheare.com
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dirapennit zacio: Cyiomropi parinannii no 300 s o 3 eynosropiis y copiii; o 2 crpring Y Kapronii
MICTON® viRosi
Medivinal product: MISTOLY  vaginal suppositaries 300 mg, 5 suppositories in o stpipy 2 alrips i carfon packige
Cepre Ny 1003315
Ratch:

Certilication statement: «On this ¥ certify that the above-mentioned information is (roe and accurate. This praduct bateh was
produced (including packaging / labeling) and conducted for its quality control at the above-mentioned manufacturer
according to speeified in the current GMIP guidelines, approved by the Ministry ol Health of Ulirnine, and with the
requirements of the registration dossier of the destination country. Recards of manufactuving, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements».

KepiBuuk ppy1im ROHTpoao asoe VooroBsiaeHE  oceda,  nwe saiicmon
Quality control group manager copritkanio cepii
Quaedilicd Puersen ceriifving the bateh,

[8'5Ta piB B gLe , ) . I’ ra npiseiie
| \j Ll e D 2 o

(Name} N el e i (Name)

ITiamie / e

(Signature) {Sipnature)

Jlara niangcanss Jlara s ueanin

(Date of signature) tDate of signalure)

Kepisie vy s KON TPORIO 2k NACHerRep BILY S0 CUSI R RO,
Quality conwel group manager Quudiny Ansiraieg o

i Ui
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