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CEPTU®IKAT AKOCTI
CERTIFICATE OF QUALITY
Hazsa hpo‘uym: HIMU?{®, TabReTKM 10 100 Mr
Name of pmductz NIMID®, tablets 100 mg
Cuna Jis Hinvecynia—~ 100 mMr
Strength: Nimesulide - 100 mg ;
Cepist No'/ Bateh No.: SNA3047 Posmip yrnaroskn / Package size:  Nel00 (10x10)
Peccrp. No/ ALRNo. FP/0700/23 Tun ynaxosxu / Pack type: Baictep / Blister
Poswmip cepii/ Batch size: 750000 rab/tab Hatd surotobienns / Mfg. date:  08.2023
- Kirers ynaxosor / No. of packs: 7 500 Tepmin npuparuocri/ Exp. date:  07.2027
Kpaina / Market: - UKR ;
Peccrpauifine nocsingennst No: | . TepMin Ail seoOMmexenmi
| Registration Certificate No,  0///649/02/01 unlimited validity
Neni/n Hasea ananizy Cneundiranis PesyapraTi anamivy
Sr. No. . Test name Specification Test resuit
Omnscanue Kpyrisie  tabnerx  ceetno-kenroro  mmeta | CooTsercrByer
l raapxue ¢ o6enx CTopou.
Description Circular pale yellow colour tablets, plain on both | Complies
sides.
Wnentnduranis Bpems - yrepxuBanus TOCHOBHOrO  THKA  Ha Coorsercrayer
| XpoMaTorpavMMax HCOBITYEMOro ¥ CTaRIapTHoro
pacTBopos, TIOJTYHEHHBIX B YCIOBASX
KOJHMECTBEHHOTO OnpENeIeHHs, JOILKHO
2 cOBTIAKATS (HIMECYIIL),
Tdentification The retention tinie of main peak obtained in the | Complies
chromatogram, of sample solution and standard
solution in Assay should correspond (Nimesulide).
OIHOPOHOCTS AOBHPOBAHHBIX AV<LI, rre L1=15,0 132
3 CAUBAL
Uniformity of dosage units 1T AV<L], L1=150 3.2
4 Pacnapaemocts He Gonee 15 mud. 0 mrn 40 cex
Disintegration Not more than 15 min. | 0 min 40 sec
5 kP(aCTBOkpB‘HHe He menee 75 % (Q) HAMECY MAA 3a 45 MuH. 102 %
/ Dissolution NLT 75 % (Q) of nimesulide in 45 min, 102 %
CORYICTBYIONIHE TIPHMECH He onee 0,1 % MHIABHAYATLHON PUMECH, 0,048 %
He Gonee 1,0 % cymmel npumeceit. 0,078 %
Related substances NMT 0.1 % of individual impurity. 0.048% —
; NMT 1.0 % of fotal impurities. 0.078 % /t%
o 2,
KomiueCTBEHROE OTIPEAEHEHIE 95,0 — 105,0 % aumecymiiza 8 Tabnerke oF 103,9 %/ » st b X2
3AABNIEHHOND KOMIHIeCTRA. JIOKY MEFH
7| Assay 95.0 — 105.0 % of nimesulide per tablet of label
claim.
FP/0700/23 Crop /Page Ne: | 3/0f 2
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Ne n/n Haisa ananizy Creniiranis. Pesynkwrarti ananisy
Sr. No. Test name Specification Test result
MuxpobnonorayecKas qucToTa Obmee  wucao  aspobHBIX  MUKPOOPraHHIMOB
{TAMC) ne Gonee 10* KOE/r: < 50 KOE/r
Ofimee YUCIO JPONSKEBBIX W THIECHEBbIN TprOOR
(TYMC) ue Goace 107 KOE/. < 10 KOE/r
Orcyrersue Escherichin coli 8 1 r npenapara. OTCYTCTBYET
8 Microbiological purity “Total asrobic microbial count (TAMC):

NMT 10° CFUlg. < 50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g. <10 CFU/g
Escherichia coli must be absent per | g. Absent

BHCHOBOK: / CONCLUSION:

TIpofyXT BUTOTOBIIEHO, YIAKOBAHO T4 HPOAHATIZOBAHO 3rIANO 3 BUMOrayMu peecTpalifizoro OCBIAYEHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae crangapram ta Bumoram GMP. Cepriudicar Ne:009/2020/GMP
1t complies with GMP standards and requirements. Certificate No, 009/2020/GMP
Jligewsis Ha BrpOGHULTBO NiKapehKIX 3acobis: Cepis AB Ne 598054

Licence for medical products production: Batch AB No. 598054

[lum misepikyro, 1o B¢l Bupobanyi cragii axs wich cepil roTosol ppoayxkuil Syau 3uiHcHel B noBEIE BINORIAHOCT] 3 BHMOTAaMM; Sa3HAYCHIMHT B witiHil
wacraosi 3 GMP, sarsepmxeniit Miuictepe oM oxopons SA0poB™s YRpaliii, | 3 BHMOrasMu peectpauiinoro focke kpalits npusHavenng,

1 Herehy certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requiréments of the Marketing, Authorisation file of the destination country.

Ximix-aganityx /3as. na6opaTopietokBKﬁ Hauansuuk BIGT Yrosuopaxena ocoba
Analytical Chemist T QC Lab In-charge QC Head Quahﬂed Persqn
) % 3 ," oy S s o, on . Y
In’a/Name: ;>‘%?'5fk/ 7 V{, W Cbecn el o /.5 | PC‘;C O \L“Q W{(\- ;
Hipmic/Signature: ’ (5@/// -7 e %w\w
| Hara/Date: WY/ Ak 13 feop/23 )Gl

FP/0700/23
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TOB «Kycynm Qapa»
Vipaina, 40020, m.Cysu, Byn. Cxpsbina, 54
Ten.: +38(0542) 77-46-10, daxc: 77-46-11

Kuiseska dinia
TOB «Kycym Dapm»
Vipaina, 02092, M.Kuis,

BYIL AJIMATHHCBKA, 58 . e-mail: plant@kusum.ua
Ten.: +38(044) 495-82-88, paxc: 495-82-87 , /ewézm f havm www.kusum.ua
CEPTU®IKAT SKOCTL
CERTIFICATE OF QUALITY
Ha3sa npopyKTy: HIMIJI®, Tabnerxu 1o 100 Mr
Name of product: NIMID®, tablets 100 mg
Cuna nii: Himecynin — 100 Mr
Strength: Nimesulide — 100 mg ‘
Cepist Ne/ Batch No.: ‘SNA4010 , PmMib ynaxosiu / Package size: Nel00 (10x10)
Pecerp. Ne/ AR.No.: FP/0243/24 Tun ynawxoskn / Pack type: Buictep / Blister
Poamip cepii / Batch size: 750 000 Tab/tab Jara surotopnenns / Mfg. date:  04.2024
Kin-rs ynaxonox / No. of packs: 7 500 ; Tepmin npuaaTnocti / Exp. date: 03.2028
Kpaina/ Market: UKR
Peectpanifine nocsinaenis N: : TepMin Al HeoOMeKeHni
Registration Certificate No.: UA/7649/02/01 unlimited validity
Ne ni/ms Haspa ananizy : Cremudixanis PesynsTaTn aganisy
Sr. No. Test name Specification Test result
Onucanyie Kpyrnsie TabneTkn  CBETAC-KENTOO  LBETA COOTBETCTBYET
) ‘ rnapkue ¢ 06erx CTopoH.
Description Ciroular pale yellow colour tablets, plain on both | Complies
sides.
Hnentuduxauns Bpems YACPKMBAHMA OCHOBHOrO THKA HA CoOTBETCTBYET
XPOMATOTpaMMax HCOBITYEMOTO H CTARIAPTHOrO
pacTBopoB, TONYMEHHBIX B YCJNOBMAX
KOJIAYECTBEHHOr0 onpejlelicHns,  JOJDKHO
2 COBNIANATE (HIMECYIH).
Tdentification The retention time of main peak obtained in the | Complies
chromatogram of sample solution and standard
‘solution in Assay should correspond (Nimesulide).
O/HOPORHOCTH HO3UPOBAHIBIX AV<LI, rne L1=15,0 6,2
3 SHHHHLL ‘
Uniformity of dosage units AV LI, L1=15.0 6.2
, PactianacmocTh He Gonee 15 Mun. ' 0 muH 19 cex
Disintegration Not more than 15 min. O-min 19 sec ‘,;,‘ff
’ Pacraopenue 1 e meree 75 % (Q) HuMecynaa 3a 45 MAH. 104 % ; & .
Dissolution NLT 75 % (Q) of nimesulide in 45 min. 104 % x / y }\1
ConyTeTByiOlHE IPHMECH He Gonee 0,1 % nuauBriyanbHOH NpUMECH. 0,088 % ﬂ “ ! .“ Juol Jj
He Gonee 1,0 % cymmpr ipumecei. 0,125 % ‘;-\;3;7 copmiorkn  Jo /f
6 | Related substances NMT 0.1 % of individual impurity. 0.088% N A
NMT 1.0 % of total impurities. 0.125% N
KomyecTBen\oe onpejlencHie 95,0 —105,0 % vunecynuza B TabneTKe OT 104,5 %
3a5BHERHOr0 KOJAYECTRA.
95.0 — 105.0 % of nimesulide per tablet of label 104.5 %
claim.

Crop./Page Ne: 1 siof 2
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Ten.: +38(044) 495-82-88, paxc: 495-82-87

TOB «Kycysm dapm»

Vipaina, 40020, ».Cymn, By, Cxpndina, 54

Ten.: +38(0542) 77-46-10, daxe: 77-46-11

Kusum TPhavin

e-mail: plant@kuosum.na
www_kusum.ua

Ne n/n Haspa ananisy Creundicanis PeayabTaTy aHA3Y
Sr. No. Test name - Specification Test result
Muxpobronornieckas ¥HCTOTa Ofliee  mucIo aspo0HBIX  MMKPOOPraHH3MOB
(TAMC) ne Gonee 10* KOE/r. <10 KOE/r
OBiiee YUCHO IPOIOKEBHIX H TIIECHEBBIX rpuos
(TYMC) ne Gonee 102 KOE/T. <10 KOE/r
‘OTCyTCTBHS Escherichia coli B 1 rnipenapara. OrcyreTByeT
& Microbiological purity Total aerobic microbial count (TAMC):

NMT 103CFU/g. , <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

TIpoyKT BErOTOBJIEHO, YIAKOBAHO T4 [poARANIZ0BAHO 3TINHO 3 BAMOraMit peecTpauiifHoro NOCBIIYEHH.
The product is manufactored, packed and analyzed as per requirements of Registration Certificate.

‘Ceprudixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepin AB Ne 598054
Batch AB No. 598054

Binropinae cTaHaapTaM 7a BRMOTaM GMP.
It complies with GMP standards and requirements.

JlineH3is Ha BUPOGHHITSO NIKAPCHKIX 3ac006in:
Licence for medical products production:

L1 HATREPIVKYIO, O B shpoBimni cranii au il cepii TOTOBO JIPOAYKL
yiacTanoBi 3 GMP, 3arBepaKEHill MinicrepcInoM 0Xopoit 3popos’a Yxpailm,

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried owt in

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

§if Gynu 3aifcneni p noBHI Bi
§ 3 BUMOTAM PEECTPAITIHOIG IOCKE KPAilH DPHIHAUCHHA,

ANORIAIOCTI 3 BIMOTAM, IANAICHHMH B GHNHET

full compliance with the GMP requirements of the

iMik-ananiTHK /3ap. naGoparopiero BIKSI | Havansuuk BKS ‘Vnosuopaxena ocoba
Analytical Chemist FOC Lab In-charge QC Head Qualified Person
L C);) - )
’ . ) e . ey ' A /. 7
g/ Nathe: Poiosssean o | e r e T b Peccior \Cupredh, | S i i il

N

TTnne/Signature: Wiz “Cpeed
/Date: o L0 feng GIMES
Hata/Date: da L@ iy 2 3 &) 2. I l
FP/0243/24 Crop./Page Ne: 2 3/0f 2
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Yupasma, 40020, & Cymur, yi1. CxpaGrna, 54, ; info@kusumphare.
Ten.: +38 (0542) 7746 10, renApaxc: 7746 11 /(Mf»ﬂm .7) harm et wwwkusumpharm.gnn'l
CEPTUOUKAT KAYECTBA

CERTIFICATE OF QUALITY

Hassapne upopyrra: Himig®, rabrercn no 100 mr, Ne10x10 y Gnicrepax
Name of produet: NIMID® tablets 100 mg, No.L0x10 in blisters

Per. No: / A.R.No.: FP/733/14

Pasmep cepuu: / Bateh size: 750 000 taGn./tabl.

Cepun Ne: / Bateh No.: SNA4033

Koanuecrso ynakosok: / Number of packs: 7 500

Jara wirovosdienus: / Mg date: 10,2014

Cpux ropnoern: / Exp. date; 09.2017

Perucrpantonnoe coppereaserse No UA/7649/024) 1 uameneuns or 09.04.2014 Ne 256, aeticrsyer no 21.03,2016
Registration certificate No. UA/7649/02/01 changes of 09.04.2014, No. 256 is valid to 21.03.2016

Ne n/n Mapamerpu Cneunducauns Pe3yNLTATE
Sr. No. Tests Specifications Observalions
| Onucanne Kpyrauie Tadnerkh cBemio-KeToro wsera taixkue | Cootsercruyer

¢ oBeHx Cropot.
Description Circular pale yellow colour tablets, plain on both | Complies
sides,
2 Tdentilication ‘I'he sample sofution main peak and reference | CoorsercTByet
sofution main peak, oblained in “Agsay™ exhibit the
same refention time value (Nimesulide).
Hpentudnkanus Bpems  ypepKuBabwun  OCHOBHOrC — IMKA  Ha Complies
XpoMaTorpaMme HCROLIYRMO20 pacTsona,
noliysen ol NP KOHHICCTREHHOM  ONPEUCHCIIH,
JOMKHO COBMNASATE € BPEMCHCM  YAGPXKIBALIHA
fxa [HIMECYJUAsa i XPOMATOTPAMME
CTANAAPTHOrO DACTBOpA (HUMECYNIA).
3 OAHOPOHOCTL ACHPOBAHHDIX MagcHManbIO JOTYCTHMAIH KPHTEPHHA L1=3,0l
EAHHULL NPASMICMOCTH JODKCH BLITH L1=150.
Uniformity of dosage units Acceptance value should be not more than L1 =301
L1=15.0.
4 PacnapaemocTe He Gonee 15 M, 00 mun, 26 cex.
Disintegration Not morc than 15 minutes 00 min. 26 sec.
5 PacTeopeHue He menee 75 % (Q) 3a 45 muk, 994 %
Dissolution NLT 75 % (Q) in 45 minutes 99.4 %
6 COnyrersyoume LpuMecy 1l Gonee 0,1 % wanBHAYalibUOH NPHMECK 0,033 %
He Gonce 1.0 % cymmsl npumeceii 0,074 %
Related substances NMT 0.1% individual impurity 0.033 %
NMT 1.0% total impurities 0.074 %
/ ’
e
FP/733/14 Crpannua Ne: | w3 2
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Q00 «Kycym ®apm»
Yupara, 40020, & Cymut, ya. Crpnbuma, 54,
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Kusume FPharm

e-mail: info@kusumpharm.com
wwwusumpharm,com

Microbiological purity

Ne n/n Mapamerpbl CrennpukaLms Pesynbrarst
Sr. No. Tests Specilicalions Obscryations
7 Konnuectsennoe onpezenenne | Or 95,0 mi- po 105.0 mMr numecyanxa & tabnerke | 101,68 %
(95,0-105,0 % 0T 324BIEHHOTO KONMHICCTRA).
Assay 95.0 mg to 105.0 mg of Nimesulide per lablet | 101.68 %
(95.0-105.0% of Label Claim).
8 MuxpoGuonoruteckan unctota | B 1 1 npenapaTa jonyckaercs He Gonee 10 B | r npenapara;

Gakrepuli <50 KOE,
rprbos <10 KOE,
Escherichiu coli —

Garcrepuii i 107 rpuos.

He nonyckaeTes Lscherichia coli o 1 T npenapara.

OTCYICTBYET,
Total bacteria: NMT 10° CFU /g, <50 CFU /g.
Total fungi: NMT 10% CFU /g. <10 CFU /g.

Escherichia coli is

Escherichia coli must be absent per 1 g
absenl per | g,

JAIKTIOUEHHWE: npoayKT MpouMsBeiel, YNakopar W NpoTccruponail B coar
canazreseTna, Orpenaet TpeGoRRIHAM # CTLIapTM GMP. Ceprupurar N
CONCLUSION: the product is manufaclured, packed and analyzed as per

geTeTBiK ¢ TpebonanuAMA PErucTPALHOKHOTD
067/2014/SAUMP/GMP
Repistration Certificate requirements. It complies

with GMP standards and requirements. Certiticate No. 067/20 HSAUMP/GMP

JlulleH3Hs ya Npon3BO/ICTBO JIeKAPCTREHHBIX Cpe/CTB.

Licence for medical products production:

Cepus AB Ne 598054
Batch  AB No. 598054

Fanansiig ©QK:

Tiega Head:,
s
Jara:

L4
Dale: 5’5 7 D/ 7,7

Hawanbusk OKKG y
OC Head: Ry

Hara:

4 L
Date: SRS L

ta-‘ﬂ,‘b
K A H KT K 3ap. nadopatopued OKIG
Analyst: ;Z In charge?ﬁ/ ab.: o
Hdara: ! Jlara: e
Dae:  £49 10, 7Y | Date: Gl
FP/733/14 y

Crpannua Ne: 2 03 2
Page Na.: 2 0f 2
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<, KYCYM QAPM»
Kozsterse Phari syn. CxpaBina, 54, M. Cymu, 40020,

ren.: (0542) 77 92 30, daxc: (0542) 77 92 32,
e-mail: plant@lkusun.va, web: www.usum.ua

Kon €PTIOY 33525927

CEPTHOIKAT AKOCTT
CERTIFICATE OF QUALITY

Haasa npoayiry: HIMIA®, tabnenin no 100 pr
Nawme of product: NIMID®, tablets 100 mg
Cina pit: Hinecynin — 100 mr
Strength: Nimesulide — 100 mg
Ccpis Na / Baich No.: SNAS003 Poanip ynaxoricn / Package size:  NelQ0 (10=10)
Pecerp. Ne/ AR.No.: FP/O057/25 Tun ynakonkn / Pack type: Bricrep / Blister
Poauip cepii / Bateh size: 7 444 ynfpacks Hava surorosneyns / Mfg, date:  01.2025
Kpaiua / Market: -UKR Tepain npugaTooeti/ Exp, date: 12,2028
Pecerpauiiine nocsiguenna No; TepMiN AT HeodMexcenn it
Registration Certificate No.: UA/7649/02/01 unlimited validity
Ne n/n Hassn ananizy Criewurhixanis PesynnTaTi ananisy
Sr. No. Test name Specifiention Test result
Onucane Kpyrnpie  mabnetsu  ceenio-nenTore  ugera | Coorsercihyer
; THankHe ¢ ofeHX CTOPOH.
Description Circular pale yellow colonr tablels, plain on both | Complies
sides.
HaeHtupukauns Bpema  ynepkuBARMA  OCHOBHOrO mhka 114 | CooTneTcTayer
XPOMATOrpAMMAX HCALITYEMOrQ H CTANAAPTHOMO
]3ACTBOPOB, NOAYMEHHBIX B YCNOBHAX
KOANMECTRCINIOND ofpencnCHu, HOIANO
2 coBriazaty, (numecynin).
Identification The retention time of main peak obtained in the | Complics
chromatogiam of sample solution and standard
solution in Assay should correspond (Nimesulide).
OSROPOAHOCTE KO3HPOBARHEIX AV<EL], rne L1=15,0 8,0
3 CAHHI
Uniformity of dosage nnits AVELL L1=150 5.0
s PachiapacMoeTs He Gonee 15 Mun, 0 mu 39 cex
Disintegration Not mmore than 15 min. 0 min 39 sec
. Pacreopenne He meiee 75 % (Q) numecynuaa 3a 45 ML 97 %
Dissolution NLT 75 % (Q) of nimesulide in 45 min. 87 %
ComyTeTsyIoIIHe NpHMecH He Boaee 0,1 % nupisrayansuoii npisecit. 0,059 %
He Gounee 1,0 % cymmi nprveceii. 0,101 %
6 Related substances NMT 0.1 % of individual impurity. 0.059 %
NMT 1.0 % of tofal impurities. 0.101 %
KosamrecTnennoe onpegenchne 95,0 — 105,0 % unmecynuza b abnerre oF 104,7 %
3AAWICHIOND KOMIHECTEA.
¥ Assay 95.0 — 105.0 % of nimesulide per tablet of label 104.7 %
claim.
FPA05T2S Crop./Page Ne: 1 3/0f 2
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Fustere Pharm syn. CxpsaGina, 54, m. Cymu, 40020,
Ten.: (0542) 77 92 30, thaxc: (0542) 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua

Kox €OPTIOY 33525927
Nen/m Haapa ananiay Crremnpircavia PesynpTaTn auanisy
Sr. No. Test name Specificntion Test result
MukpoGHONOTHICCKAR YHCTOTA Obmee uncno  aspofHbix  MHKPOOPraHn3Mon
{TAMC) ne Gonee 10° KOE/T, <10 KOE/r
Obee WiCNo APONGKERLIX H NAECHEyHX rpubos
{TYMC) ne Gonee 10 KOE/r, < 10 KQE/r
Oreyterone Escherichia coli 8 1 r npenapara. Oreyrernyer
: Microbiological purity Tolal acrobic microbial count (TAMC):
NMT 10° CFU/g, <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFl/g. <10 CFU/e
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

TIPORYKT BIFOTOBNAEHO, YIAKODAUO TA NPOANAAIIOBAHC IFIAHO 3 BHMOraMI peecTpauiiinoro nocsiauenns.
The product is manufactured, packed and analyzed as per requirements of Registralion Certificate.

Binnosisae cTauaapTaM 7a sumoram GMP, Ceprubiicar Ne 080/2023/GMP
1t complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinensis va supobuuurse nikapeskix 3acobin: Cepist AB Nr 598054

Licence for medical products production: Bateh AB No. 598054

Hnw nigrsepioiyio, wio soi yupoBisvi eTiit s uict cepil rotosol npeaykufl Gyim siicreni s nomiiit sinnosimiocti 2 BHMORAM 1L, JBIAUCHIMY B DIHNIA
nacranani 3 GMP, aatacppeeniil MinicTCRCTROM OXOPOI 300pOB"R Ypaiite, i 3 BHAOrAMA PECCTRAMIAIOTY HOCKE KPATHH WPIERALSIIL,

I hereby cenify that all the manuficturing stages of this batch of linished product have been earried ool in full compliance with the GMP requirenems of the
Ministry of health of Ukraine and with the requircments of the Markeling Authorisution file of e destination counlry.

"
H

CEVIYST N

Aimir-ananitg 3ap. rafioparopicio BIKA | Havanuunx BKA | Yuwosrosakena ocoba
Analytical Chemist ¥ QC Lab In-charge QC Head Qualified Persen
2 . e viand i T ~ ~f 2 . y R
o lame: Tigyie 0 (froeswornces T3 | oo, Kim&h /&5, 10 fo
Tlianue/Signature: s T Cried _ q )Y s
Hara/Datc: BT 25 o§Yearlor osionlax 0502485
FPAQB57/25 Crop./Page Ne: 2 3/0f 2
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TOB «Kyeym dapay»
Vrpaina, 02092, M. Kuin,
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TOB «Kyeym Gapr»

Vpaina, 40020, a.Cynmn, nys. Cxpabina, 54
Ten.: +38(0542) 77-46-10, daxe: 77-46-1]

e-mail: plant@kusum.ua
www. kuswm.ua

CEPTUDIKAT SAKOCTI

CERTIFICATE OF QUALITY

Ha3na npoayxry: HIMIJI®, Tabnerky no 100 Mr
Name of product: NIMID®, tablets 100 mg
Cuuna pit: Himecynin ~ 100 mMr
Strength: Nimesulide — 100 mg
Cepis Ne / Batch No.: SNA4032 Po3mip ynaromen / Package sizer  Ne100 (10x10)
Peectp. Ne/ AR.No.: FP/0594/24 Tun ynaxonky / Pack type: Baictep / Blister
Poamip cepii / Batch size: 750 000 Tab/tab Jara purovopnenns / Mig. date: 08.2024
Kii-1 ynaxosox / No. of packs: 7 500 Tepmin npupartnocti / Exp. date: 07.2028
Ipaina / Market: UKR
Peccrpaniiine nocsinuenns Ne: Tepmit nil neoGMexeHuit
>t . e ¥ 4 - o
Registration Certificate No.: UA/T649/02/01 unlimited validity
Ne n/ui Haspa ananisy Cneunddiranis PesyibTaTH apadlizy
Sr. No. Test name Specification Test result
Onncanne Kpyriwie  TareTky  CBETIO-KENTOTO  UBETA CooTBETCTBYET
| raakue ¢ 06eKx CTOPOH,
Description Circular pale yellow colour tablets, plain on both | Complies
sides.
Hrenrndmxaumis Bpems  yaepkupadisi  OCHOBHOTO  Nika "ya | CooTBETCTRYCT
KPOMATOrPAMMAX JCTIBITYEMOTO 1 CTAHUAPTHOTO
PacTBOPOB, TIOJYEHHBIX B YCIOBHSIX
KOAMYECTREHRROTO onpeaeaens, JIOTHO
2 copnanarh (HAMCCYTHA).
Identification The retention time of main peak obtained in the | Complies
chromatogram of sample solution and standard
solution in Assay should correspond (Nimesulide),
OnyBOPOIHOCTh NO3HPOBAHHBIX AVZ L, tie Li=1 5,0 5,5
E/MHIL
3 i 1
Uniformity of dosage units AVLLIL, Li= 150 5.5
PacnasaeMoCTh He Goxnee 15 mum, 0 mui 38 cex
4
Disintegration Not more than 15 min. 0 min 38 sec
S Pacrsopenne He mence 75 % (Q) numecyliua 3a 45 MuH. 101 %
Dissolution NLT 75 % (Q) of nimesulide in 45 min. 101 %
ConyTCcTRYIOUHE NPHMECH He Goree 0,1 % HHANBHIYAILHOM TIPHMCCH. 0,045 %
He 6onee 1,0 % CyMMbl 1IPHMECEH. 0,080 %
o Related substances NMT 0.1 % of individual impurity. 0.045 %
NMT 1.0 % of total impurities. 0.080 %
KosmtuecTheHHOE onpejtenenne 95,0 — 105,0 % numecynaa s rabnerke ot 104,6 %
3ASBNEHIIONO KONMMUECTRA.
! Assay 95.0 - 105.0 % of nimesulide per tablet of label 104.6 %
claim.
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Kuincwbka dinist

TOB «Kycyst Papm»
, M.Kuin,
BYN. AJMariKebia, 58

Yipaina, 02092

Ten.:

Phavm

(3 pjmm

TOB «Kycyar Dapm»

Yipaiira, 40020, s.Cymu, syn. Cxpsbina, 54
+38(0542) 77-46-10, daxc: 77-46-11

lant@kusum.ua
www.kuswmn.ua

e-mail: p

Ten.: 4+38(044) 495-82-88, thaxke:

Ne ni/nv Hasna ananisy Crenndiranis Peaysinrary ananizy

Sr. No. Test name Specification Test result

Muxpobuonorimecias yucTora OGmee wHeno  adpobHLIX  MHEPOOPTANHIMOB
(TAMC) ne Gonee 10° KOE/r. 5 KOE/r
Ofuee yneno APONKEBBIX M iUtecHesbIX rpubos
(TYMC) ne 6onee 10> KOE/T. < 10 KOE/r
Orcyrersne Escherichia coli B 1 r npenapara. Oteyrersyer
$ Microbiological purity Total aerobic microbial count (TAMC):

NMT 10° CFU/g. 5 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BUCHOBOK: / CONCLUSION:

TIpoAlyKT BUFOTOBAEHO, YNAKOBAHO Ta IPOANANIIZ0BAHO 3riHO 3 BUMOTAMH PEECTPANiliHOTO MOCBIIEHNS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bignosinac crannapram Ta BUMoram GMP.

It complies with GMP standards and requirements.

Jliueusis Ha BUPOOHIUTRO JiKapChKHX 3acobis:

Licence for medical products production:

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

Cepist AB Ne 598054
Batch AB No. 598054

LInM HATRCPAKYIO, 110 BCi BUpOBHIAL cTazil A Uiel cepii raTosol nponykii Hynu saificteni b NOBAIT BIANOBIAIOCTI 3 BHMOTAMS, JAIHAUCHIMI B RIS
Mactanoni 3 GMP, saraepixeniit MinictepeTsom OXoposin 320pos’s YRpaill, 13 BIMOraMi PECCTPanifiHOro 0ehe Kpailn npysiascis,

1 hereby certify that all the manufacturing stages of this bateh of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

Ximix-ananirng
Analytical Chemist

Alavansnnk BKS

_{3;113. nabopatopicto BKSI
TQC Head

QC Lab In-charge

YnosyosazkeHa ocoba
Qualified Person
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