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TOB «Kyeym ®apan

Vipaina, 02092, m.Kuis,

BYJL AJMMATHHCBKE, 58

Ten +38(044) 495-82-88, daxc: 495-82-87

Ykpaina, 40020, m.Cy
Ten.; +38(0542) 774

TOB «Kycym ®apm»

.m..\QxGma 54
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Ne n/n Ha3ga ananizy
Sr. No. Test name Specification
Mukpo6roioru4eckas YMcT0Ta Q’Sn.;ee YUCHO  23POGHBIX  MMUKPOOPTaHH3MOB
(TAMC) ne Gonee 10* KOE/r.

Obuee 4uCHO APONCKEBHIX M IUIECHEBLIX rpHGoOB
(TYMC) e Gonee 10 KOE/r.
Otcyrereue Escherichia coli B 1 r npenapara.

“Total aerobic. microbial count (TAMC):

NMT 10*CFU/ g

Total combined yeasts/moulds count (TYMC):
NMT 10 CFU/g.

Escherichia coli must-be absent per'1 g.

Microbiological purity

Crenudpixauis % i meay.wmi ﬁ"ﬁg //
" St ‘{“‘ Lo J 3 = ggh
~ q M.

< 10 KOE/r
O1cyreTByeT

<50 CFU/g

<10 CFU/g
Absent

BHCHOBOK: / CONCLUSION:

IIponyxT BUTOTOBJIEHO, YIaKOBAHO Ta TNIPOAHATI3OBAHO 3TiNHO 3 BUMOFAMH PeeCTpauiiiHoro MoCBiAYeHns,

The product is manufactured, packed and analyzed as per requirements:oﬁReg'istration Certificate.

Ceprueixar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Binnosinae cranmapram Ta Bamoram GMP.
It complies with GMP standards and requirements.

Jlinensisi ‘Ha BUpOGHHIITBO. NiKAPCLKMX 32COBIB: Cepin AB Ne 598054
Licence for medical products production: Batch AB:Ne. 598054

Llum 5 3acBiaMyto, 10 HaBeACHa Bue indiopManin € noc-rompumo T2 To4How. Lho ccpuo npoayKuii 5yJ10 BUPOSHCHO (BKIFOYAKOUH: nakyeauﬂn/mpxyuaﬂﬂn) Ta
TIPOBEAEHO KOHTPOML 1i axocTi Ha BHesaguadenill AinbHuUl y- NOBHIN BIANOBIAHOCTI 3 BUMOraMH GMP, péTaHoBsicHnMN MicLCRHM perym'ropmm ‘oprasiom, a
TAKOX BIATORIANO. IO creuudikamiit, mo MICTATRCR y peecTpaiiiiHomy mocse aBo - Toprosifi niuemaii kpaiun-rupo6unka 460 kpaism-immoprepa, sikwo
npoIyKLUilo iMNOPTOBRAHO, 860 Y NOChE cueummxaum Ha NPENApaT ik A0CIi iKY BAHOTO"NikapehKore' 38c06y, TIpOTOKONIX BHPOGHMILTEA, IAKYBARHA T4 aHai3(a

6yno nepernaxyTo:Ta BCTAHOBACHO Binnosianicts GMP,

I hereby confirm that-the above mentioned information is authentic and-accurate. This'batch of the product was manufactured (including packing/marking) and
its quality-control was performed-at the site mentioned above in fiill concordanice with ihe. requirements’of GMP imposed by local regulalory authority as well as
according to the specifications included in-the tegistration dossier or-the ‘trade licence of a manufacturer country-or importing country if the product was
imported, 6r ifi tho dossiér of product spécifications for the‘exaniined drig product. The. pratocols of manufacturing, packing and analyscs:were reviewed and

approved in complying with GMP.
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TOB «Kycym Dapm»
Yxpaina, 40020, M.Cym D 61Ha 54
Ten.: +38(0542) 774

Kniscnka dinis
TOB «(Kycym Dapm»

Yxpaina, 02092, m.Kuis,
BYIL Anma'mucmca, 58
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Hassa nponyxTy: HIMIJI®, 1abnetkn
Name of product: NIMID®?, tablets
Cuaa pii: Himecynig ~ 100 mr
Strength: Nimesulide — 100 mg
Cepis Ne/ Batch No.: SNA1013 Posmip ymakoswia / Package size:  Ne100 (10x10)
Peectp. Ne / A.R.No.: FP/0201/21 Tun ynmaxoskn / Pack type: Baictep / Blister
Posmip cepi’i} Batch size: 750 000 Tab/tab Hata surotosnenns / Mfg, date:  02.2021
Kin-1s ynakosok / No, of packs: 7 500 Tepmin nipugaTnocti / Exp, date:  01.2025
Kpaina / Market: UKR
Peccrpauiiine nocsiguenna Ne: o0 o TepMiH Aii HeoOMexenuit
Registration Certificate No.: VAR R unhmxted validity
Ne n/m Hassa anagisy Cneuuqﬁxaum PesyasTaTu anaaizy
Sr, No. Test name Specification Test result
Onncanue Kpyraele tabnerin cBerno-xkenroro usera rnaaxue | Coorsercieyer
¢:oBenx cTopoH.
. Description Circular pale yellow colour tablets, plain on both | Complies.
sides:
Haentnpuxanns Bpems ynepxuBaHMS  ocHOBHOrO nMka  Ha | COOTBETCTBYET
XpOMaTorpaMMax —MCIBITYEMOTO M CTaHAapTHOro
PacTBOpOB, NIOAYYEHHBIX B yCHOBHAX.
KOJIHECTBEHHOTO ONPEASNEHHs, IOMKHO COBMAZATH
2 (unMecynH).
Identification The reténtion: time: of main peak obtained in the | Complies
chromatogram of sample solution and standard
solution in Assay should correspond (Nimesulide).
ORHOPOAHVCTE AO3HPOBAHHEIX AV<LI1,raeL1=15,0 5,8
3 €I HIL
Uniformity of dosage units AVZL1,L1=150 5.8
PacnianaeMocTs. - He Gonee 15 mun. 0 MuH 29.Cex
4 Disintegration Not more than 15 min. 0'min 29 sec
PacTBopenue He ménree 75 % (Q) sumecynuna 3a 45 MuH. 103 %
3 Dissolution NLT 75 % (Q) of nimesulide in-45 min. 103 %
ConytcrBytowme npUMecH He 6onee 0,1 % MHanBHAYANLHOIL IPUMECH. 0,054 %
He Gonee 1,0 % cymms! npumecei. 0,092 %
6 Related substances NMT 0.1 % of individual nnpunty 0.054.%,
NMT 1,0 % of total impurities. 0.092%
KonnvecTaennoe onpeaencue 95,0 — 105,0 % Humecynmaa B Tabnetxe ot 103,8%
3aABJICHHOT.O KOJMYECTRA,
7| Assay 95,0 -105.0 % of nimesulide per tablet of labe! 103.6%
claim.
FP/0201/21 Crop./Page Ne: | 3/of 2




Kniscbka dinin

TOB «Kycym ®apm»
Vipaina, 02092, M.Kuis,
BYJI. AJIMaTHHCBKa, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87

TOB «Kycym @Dapn»

CEPTH®IKAT AKOCTI

CERTIFICATE OF QUALITY
Hassa npoayxry: HIMII®, Tabnetkn
Name of product: NIMID®, tablets
Cuna pii: Himecynin — 100 mr
Strength: Nimesulide — 100 mg
Cepis Ne / Batch No.: SNA1020 Po3mip ynaxoBkH / Package size: Ne100 (10%10)
Peectp. Ne/ A.R.No.: FP/0381/21 Tun ynakosku / Pack type: Bnicrep / Blister
Po3smip cepii/ Batch size: 750 000 Tab/tab Jata surotosiiennsi / Mfg. date:  04.2021
Kin-Tb ynakopok / No. of packs: 7 500 Tepmin npuaarHocti/ Exp. date:  03.2025
Kpaina / Market: UKR
Peectpauiiine nocinyenus Ne: TepMiH Ail HeoOMexeHnii
Registration Certificate No.: UA/7649/02/01 unlimited validity

Ne n/nn HasBa ananizy Cneundixanis PesyabTaTh aHajizy
Sr. No. Test name Specification Test result
Onucanue Kpyrnsie Tabnetku cBeTno-xkenroro 1pera rnagkue | CooTBETCTBYET
¢ 06eux CTOpOH.
1 Description Circular pale yellow colour tablets, plain on both | Complies
sides.
Wnentudukanma Bpemsa  ynepxuBaHMs ~ OcHOBHoro mwka Ha | CooTBETCTBYET
XpoMaTorpaMMax HCTLITYEMOTO M CTaHAapTHOro
PacTBOpOB, TOJTYYEHHBIX B YCIOBHSIX
KOJIHYECTBEHHOTO OIpenesieHHs, NOJDKHO COBIAaiaTh
2 (uuMecynun). '
Identification The retention time of main peak obtained in the | Complies
chromatogram of sample solution and standard
solution in Assay should correspond (Nimesulide).
OaHOPOIHOCTH A03UPOBAaHHBIX AV<LI], rae L1=15,0 3,4
3 CANHRL
Uniformity of dosage units AV<LI,L1=15.0 34
Pacnapaemoctb He Gosnee 15 Mun. 0 muH 31 cex
* Disintegration Not more than 15 'min. 0 min 31 sec
PactBopenue He menee 75 % (Q) Humecynnna 3a 45 MuH. 96 %
A Dissolution NLT 75 % (Q) of nimesulide in 45 min. 96 %
ComnyTcTBYIOLIME IPUMECH He 6onee 0,1 % nHANBHAYaNBHON NPHAMECH. 0,056 %
He 6osnee 1,0 % cymmbl npuMeceii. 0,091 %
6 | Related substances NMT 0.1 % of individual impurity. 0.056 %
NMT 1.0 % of total impurities. 0.091 %
KonuuectBeHHoe onpenenenne 95,0 — 105,0 % anmMecynnpa B Tabnerke oT 101,8 %
3asBJIEHHOIO KOJIIHYECTBA.
! Assay 95.0 — 105.0 % of nimesulide per tablet of label 101.8 %
claim.
FP/0381/21 Crop./Page Ne: 1 3/0f 2



Knuiscska pinis

TOB «Kycym ®apm»
VYkpaina, 02092, m.Kuis,
ByJ. ANMaTHHCBKa, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87

o]
TOB «Kycym ®apm»
Vipaina, 40020, m.Cymu, Byn. Cxpsabiua, 54
gage: 77-46-11

Te +38(0542) 77-A6ulbbarc

Kusum Pharm
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Ne n/nn Hasga ananisy Cneundikxanis
Sr. No. Test name Specification
Muxpo6uonoruyeckas 4HCTOTa O6mee 4ucno. aspolOHBIX  MHKPOOPraHH3MOB
(TAMC) ne 6onee 103 KOE/r.
O6uiee 9MCHAO APONIKEBBIX M. IUIECHEBBIX IpHOOB
(TYMC) e 6onee 102 KOE/T. <10 KOE/r
OrtcyrerBue Escherichia coli B 1 r npenapara. OtcyTCTBYET
§ Microbiological purity Total aerobic microbial count (TAMC):

NMT 10° CFU/g. <50 CFU/g
Total combined yeasts/moulds count (TYMC): |
NMT 10> CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

[IpomyKT BUTOTOBJIEHO, YIIAKOBAHO Ta MPOAHAi30BAHO 3TifAHO 3 BUMOTaMH PEECTPaLliffHOTO MOCBIAYEHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cranaapram ta BuMoramM GMP.

It complies with GMP standards and requirements.

JlineH3isa Ha BUpOGHUUTBO JlikapchKUX 3aco6iB:

Ceprtuodirat Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepist AB Ne 598054

Batch AB No. 598054

* Llnn 5 3acBizdyto, mo HaBEACHA BUE indopmaltia € ZoCTOBIpHOIO Ta TouHOIO. Llio cepiio npoaykuii Gyno BupotieHo (BKIIOYAIOUH NAKyBaHHA/MapKyBaHHA) Ta

Licence for medical products production:

+| npOBeAEHO KOHTPOMb 1T AKOCTI HA BHILE3a3HAYCHIR ALNBLHULI Y NOBHIH BinMoBiAHOCTI 3 BuMoramt GMP, BCTAHOBNEHHMU MiCUCBUM PEry/IATOPHIM OPraHoM, a

TaKo#x BiINOBIAHO 70 crieunikauill, w0 MicTATRCH Y peecTpauifinoMy Hocke aBo TOprosii miLewsii kpaimu-BupoGHHKa ab0 Kpaiup-iMmopTepa, AKIO
TIpoAYKUilo iMNOPTOBaHO, a60 y focke cneundikauili Ha npenapaT WA A0CTIKYBAHOFO Nikapchkoro 3aco6y. [poTokos BUpOGHHLITBA, NAKYBaHHS Ta aHaNi3iB
YN0 neperNAHYTO Ta BCTAHOBNEHO BiftnoBinuicTs GMP.

I hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory authority as well as
according to the specifications included in the registration dossier or the trade licence of a manufacturer country or importing country if the product was
imported, or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

«[IEOAPM.
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xon 20075891
CEPTMCDIKAT]B

XiMik-aHaTITHK 3aB. aboparopicto BKA | Hawansnuk BKSA /Y noBrOBaxeHa ocoba

Analytical Chemist | QC Lab In-charge QC Head Qualified Person
In’s/Name: Jorowaport Cusompoba ¥ 1 | fage o @L@wﬂﬁo . L
Hinnuc/Signature: :jgf‘ W O\W /
Hara/Date: 51 /05/2¢ 31/C5124 2| as|2 37/05127

FP/0381/21 Crop./Page Ne: 2 3/0f 2



HEADAPM. N : .
T af
o l,«em:g(ﬂuguiﬁnaﬁ‘ ) ¥ s
“Knfsenren Ginds i %%53% W s Y ‘ z b1
TOB «Kycynt Dajsman CEFMERATE R Yiepuitia, 40020, 41 6t} 312«{‘ %“L /‘?‘ 5
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Ten.:-+38(0d4) 495;82'n88,-'t}5%ii§< 495.87. XWW' USSP .7') /Zd/"l# NG V\i g\:fl&uw?\ﬂ;
CERTIFICATE OF QUALITY
Hassa nponyxry: HIMIN®, rabnerxi
Name of product: . NIMID®, tiblets
Cura i Himeoynig — 100 mr
Strengthy: Nimesulide ~ 100 mg _ e
| Cepin Ne/ Batch No.y. . SNAZ2039 Poamip ynawonwu / Package size: Mol 00 (10x10) !
E Peecrp, No / AR No.: FP/0404/22 Tust yirasconion / Pack type: Brictep / Blister
5 Posmip cepii/ Batch size: 750 000 rab/tab Jarn Buroronnenny / Mfg. dates 052022 i
Kisn-rs ynarosox / No. of packs: 7 500 Tepmiu'npxma"‘x‘_uocu‘l 7 Exp. dater 04,2026
Kpatna/ Market: UKR ‘ :
Pecerpaniline nocalawenna Ne: ‘ Tepmin 1l neoGmexenni
Repistrafion Certificate No.:, UA/7649/02/01 unlimited. validity
; ‘
5 Ne x/u Hazua swanisy Crieuudixanis Pesydrrarn ananizy
P! | 8r, No, Test name Specification Test resnlt
é, Onncanye Kpyripte  rabnersn CBETNO-KGATOIO  npeTa Coorsercirayer
i 1 ramae ¢ obenx cropos,
i Deseription . S(T;g::lar pale yellow colour tablets, p]am ar both. © oni}ﬂi -
i i R ) . e -
‘ Hrentnduxauus Bpema ynepmmaﬂm OCHOBHOrQ  LbKa  Ha Coorperepsyer
XPOMATOTPAMMAX HODEITYOMOTS M CTARIAPTHOrO
% R PeCIBOpOB,  MONMYYEHHBIX  B.  yeNoRMax
KOURICOTRGHHON  Oupenwidhus,  aomxno
5 COBRANATH (HHMECYIMN),
Identification Lhe retention time of main peak obtained in the | Compiies
chmmatoyram of “sample solution and. standard- )
! _ solution  in  Assay  should correspond .
Lo (Nimesulide), ,
QaBoporsoets J03UpOBARHLL, AVELL, e Li=15,0 4,1
] I ENHHAL .
i Uniformity of dosage units AVELL L= 150 4 _
_ ;  Pacnapaemouis He Gonee 15 mun, 0 M 29 cgx
Disintegration Not moie than 15-min, |0 min 29 se0
( | Pacteopenye . He menee 75 % (Q) HHMCECYMHNE 38 45 Mux, 101% '
‘ ‘ ' ' Dissolution ['NLT 75 % (Q) of nimesulide in 45 m’in 101 %
‘ ' Conyrerayioume nprmec He Gonee 0,1 % ungusuuyasniol npumw, 0,013 %
; p He'Gonee 1,0 % cymmer HpHMeEceH, 0,026 %
.Related substances. NMT 0.1 % of individual § impurity, "0.013 %
! ] NMT 1.0°% of total impurities, 10,026 %
. Komsuectnennoe onpenenene 95,0~ 105,0 % nnmeqymnga. » tauorie or 103,1 %
: .| BAABICHHOIO KONTAYECTSA,
95.0 105.0 % of nimésulide’ perablet of label. | 103.1 %
clalm
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Sr. No. Test name Specification FLE8E bogu

MuxpoGronornyeckas unerora Obiee

(TAMC) ve Gonee 10° KOB/,

YHGIO  GIPOGHEIX  MAKPOOPTANNaMOD

OBILeS. YHETO NPORIKEBLIX W' IECCHERLIX rpubon

W@ﬂ%@ Bpag

< 50 XOE/MT

(TYMC) ne Gonee 10? KOB/r, <10 KORjS
Qreyrcrnue Bscherichia colf I rapenapari; Orcytersyer
8 ‘Microbiological purity” fl‘ozai:aerobfc,micmbiql‘comit'(TI‘AMC): ,
NMT 10* CRU/p, o <56 grU/g
Total combined yeasts/moulds count (ryYmey:
v NMT 10 GFU/g, : <10 qrYYg
Escherichia coli must beabsent per 1 g, “Absen

BHCHOBOK: / CONCLUSION:

-

Tponyier BUFOTOBNGHO; YIAKOBAHD ©4. VPOBHANIZORAHG SriAO 3 BAMOraMy pesetpiriifinoro TIOCBINYEHHH,
‘The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Coprigheat Ne 009/2020/GMP
Certifiente No, 009/2020/GMP

Binnosinae cramuapram a simvoram GMP,
Ir-complies with GMP standards and requirements,

Jiuensia wa pupoGaunrno nixapenLkux vacobip:

' Cepin AB Ne 598054
Licence for medical Products praduction:.

Batch AB No, $98054

s nibaracpipsyio, wo sel BHpOOHIY Cranly fuma el écp'i‘i‘whb‘y‘.'ﬁpwaiti'x"EyJiﬁ'miiScucH?_ iR
racvanont s GMP, sersepaxinift Miy ferepernoss oxopoun aiopon’s Yrpatan,

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

i Evimiiiiiijiﬁéér}i 3 -:iiimrumi,
i3 BuMorasA peeeTpauifinoro. ook it TPHAR OO,
-1 heriehy certify that all the maitifacturing stages of this bateh of firitshed product bave been, carvigd out in- full complia

nee with the GMP requirements of thie

(BAPM
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Analytical Chemist  [[OC Lab Inscharge

IM’#/Name:

Yaolsrs < ; ikl 2NN P
Huboso T | Cuipmpoty s | Pt oo ool [@ddlisetis /b 7
e - § fs » S
l‘Ii,annc/Signamu;: & @Q".W", ‘ ‘;'/'h'\\‘;)} s g
| Hara/Date: 28loc (22 »??(}76’/&1 ‘ A »_31\3{3 L}Q« Z WDy
FP0404/22

Page 1/1

CropJ/Page Mot 2 nfof 2

SHAHANGHINGIS B NI

g

Yrionuopsiera oeots
Qualifiefl Person




'_'rcm «iyeyi maysm;'
& Vipatiiaa, 02092, M Kb,
nyy. A‘mammblca, 58 @kisum;ua
;; © Tes: ’38(044) 495.82.48, (baxc 49‘3 wwwkusnm iE
2 Hugoa ipojiyity: HIMII®, tabnenca
i | Nameof product: _ NIMID®, tablets
3 Cuan git: Himecyni - 100 mr
i Strenpthy e Nimesulide = IOOm
Cepig Ne/Batch No' _SNA2040 Po:mxp ynaxconm! ¢ L’ackage sizer.  NiL0O (10p 0
Pecerp, Ne 7 ARNow EP/0408722, Ton yrmiconion: /Pm;]c_._typg« Bricpep / Blistor
Poswip cepif/ Batli size. » 750000 raffteb | Tara srecoronsenmn Mig. date; 052022 | ¢
Kin-rn ynaxonox / No, ofpacks, 7500 Tepwin npwpacnocris Bxp. datey 042026 | -
Kpabna/Market: KR e i
| Pecerpandiine nocninwena Nt * xepvin il HeoGMIenT
‘| Registration Certificate No.:. UA/?MWQW,_Q}. - unlinited valfdity {
: N i/n Hsmm aimuny ’(‘ncmﬁ]ﬂﬁéxiiis o Rogynpaies ﬂz;iaali:_ty
BroNo,| Test name _. Specification. . Test result
e ' Onneatiug prrnme TAGHCTRIE  OCTIO-KOEOT0,  LoGta Goorngrornyer
] DIARHE ¢OBENX CTOPOM,
i o i
| Descristion Girewlar pale yellow- colour table ts; plata on both Complies
: ‘sides, ‘ ;
Hnewrndmkaums Bpemst  yraepupanss  GONOBHOLG  makd  wh Cootigresyer
v XPOMATOTPAMMAX. HONBLITYSMOTO - - STatapTHOrO- |
| PACTEODOB;  TONYUSHMRIX. W YesoRMAX |
KOMMYECTRERNOTD  -OTPeNGieniis,  Romkno | 3
3 - COBYANATT (HUMCSY ), .
Tdeniification: | The etention time of inain peak obtained i e | Complils
chromatogear, of sample. dolution sind siandard -
{solution in  Assay should  correspond :
(Nimesulide): " 3 N
ORHOPBAROYTE ACIAPORAIBIN AV<LY, rnel,lmxﬁ,o ' 1 &7
3 Raihtiie 4 ;
o -Umfoxmﬂy ofdoaage \mi 5. AVETLL, Lls 15, 0 ; &
i l’acnamemocu e Gonee 15 MHH 0 mnn 2P cex :
’ Disifitégeation. ‘Notmiorerthan 15 min,, | 0 min 29 sec
p Puusopon He | Hemohee 75 % (Q) mamecyming sa:45 yn, 102% :
T Dissolution NLT 75 % ((‘)) of mxmsu]xdc in 45 mm. 1102 %
Ccnmnyxomne np}!mecu He Gonee 0 1% mxmmwnyanwon npumecn 0‘,__0'1 6% 1
x| He Bojiee 1,0 %%:cyvmmr pnmeceds 0,026:% ]
| Related substances. WWIE 0.1 % of individual fmpurity, 0,016 %
it nana Pt to | NI lﬂ%ofmmhmpurmés, - - 0026% s ek s
Konuueersennioe onpénenene 95,0=108,0 % niiMecysifim b 1abnerie ot !
, SBICHHOTD. KONHuEoTRA,
7 | sy 950 -105.0'% ot nimesulide per tablet of label
‘cimm
FP/0408122
. Page 1/1
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Newfn | Haspa ananisy Creuudixanis P3yABTATH ananisy 1
St Noy, |, Test name. _ Specification Test resuli
| MuxpoBuoAoriyeskas dnetora Obimee wicno  aopobimmx, MAKPOOPIAHMIMOB.
(TAMC) e 6onee 10° KOT/r. <50[KOEs !
Obtnee ancno JAPOHAEBHIX W TUICHHEREIX rpubos | .
, | (PYMCY ne Goned 102 KO/, <IOKOBAR
Oreyrernne Bycherichia colis 1 rupenipiTa,. Oroyrersyer -

| NMT.10° CFU/g, . o <50 LU/
| Total combined yeasts/molds count (TYMC)r
: : - NMT 10* CF U/, = 10 £FU/
1 Aiseherichia coli must be absent.per T . I Absent

Microbiologica [ purity Total aerobic microbial coutit (TAMC):

BUCHOBOK: 7 CON CLUSION:
: Tpony«r aurotonnens, YUAKOBIKO “Tit TP0RNANII0naHO Brinno DUMOTSMI piecTpauiitnoro ocs e i, ‘
4 Tlie-protuct is manifactired, packed and ‘analyzed as per veqi f't‘(‘:me'x'z‘ts‘6f-f{é‘g'¥js‘tr'€iﬁﬁ§ti Certifidite, S
; Bintioninae CTARNAPTANL 8 BUMOran GMP, “Copringiic ¥ N8 009/2020/CMP
Itgomplics with- GMY standards and Tequiretents; ‘Certifieate No, 00972028/GMi
Jlinessin s apobauiitic A KAPOERIE BHCE G Copin AR Ne 5980654

Licence for medieal produets production; Bateh AB N, 598054
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LlitM fidrietuiskyio, i tol SHNOBHHET oTallY Al hie cepii rotonod HPOAYXUIT Syiy siiifcnon o HOUHIL BIATOBIRTOCH 1 miinOrant i gaﬁimaanmjm B YN
Haeranont - GIMP, anrnepmokenif Miuicmjb‘cm(s}o OXOPORN 3P0 Yiepalm; | 3 nitkiovapm peeaTpanifisoro OCHE KPATHH Hpnaviavenhx, !

% R 4

i
A hereby eestify thi ant e manufacturing stages of this bateh, of fivished product have; been ‘caried otk fall compliance with e BMP requireinents of the
Minfstey of health of Ukraitie and withi th requirsments of the Murketing Authorigation file 6f (lio destination coutify, !
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CEPTHOIKAT AKOCTI

‘CERTIFICATE OF QUALITY

Hazsa npoayxry:

HIMI®, Tabnerxitio 100 Mr

| Registration Certificate No.:

unlimited validity

Name of product: ‘NIMID®, tablets 100 mig
Citaia aiiv Hiveeynia — 100 mr
Strength: Nhitesulide ~ 100 myg

1 Cepin'Ne/ Bateh Noa: SNA3014 Poamip ynaxoesiu [ Package size: Mol 00 (10%10)
PﬁCC‘rp.LN!/ ARNoa: FP/0312/23 Tun ynaxosxn/ Pack type: Buicrep/ Blister
Possip cepii/ Batch size: 750000 Tab/tab lla'ra,,m‘i rorosnenus / Mfg, dates 03.2023
Kin-rs ynakosox / No. of packs: 7 500, Tepmin npugarnocti/ Exp.dater 02,2027
Kpaina/ Market: UKR o
Peecrpauiitne nocniguennn Ne: UA/T649/02/01 repMinall HeoGMekeHuit

Assay

claim;

New/n Hassa anamizy - Cnew;i;ﬁmuiﬂ Pesyanrary ananizy
Sr. No, V Test name Specification Test result
Onicanne Kpyriste Tabierkn  csenio-kentore usera | CoorseTeTByer
i ragake ¢ 00EHX CTOPOH;
Desciption C:trcu ar pale yellow colour tablets, plain on both Complies
sides.
K,aem"n@nxaum Bpems  yrepxMBamy OCHOBHOTO  Thka: wa | CoOYBETCIBYCT
xpwafror'pammax HCHRITYEMOTO N CTaHAAPTHOIO
pactBOpos;  TONYdEHHKIX. B YCNOBHSX
KONHYECTBEHHOID ONPEACHCHIA, " JIOTKHO
2 coBranaTh (HUMECY ).
Identification The Fetention time of main peak obtained in-the | Complies
chromatogram of ‘sample-solution .and standard
| solution in Assay should correspcmd (Nlmesuhde)
OnuopORHOCT A03NPOBHHEIK AVSLI, rre L1=150 3,7
3 eAnEMY '
Uniformity of dosage units AVELL LI=15.0 3.7
4 PaciiafiagMocTs ‘ He Gonee 15 ¥Min | D w40 cex
Disintegration Not tnore-than 15 min, 0 nin 40 sec
< Pacrsopense. He menee 75 % (Q) HuMecymaa sa 45 Muk, 101 %
' Dissolution NLT 75 % (Q) of nimesulide in 45 min, 101 %
ConyTersyonius Ilpzmecx-; He Gonee 0,1 % mmzmmlyamnou npUMect, 0,018 %
. He 6omee 1,0 % cymmet npameceit, 0,043 %
Related substances: NMT 0.1 % of individual impurity. 0,018 %
» NMT 1.0 % of total impurities. 0.043 %
KonniuecTBeHHOS ONPEHEACHEE 95,0~ 103,0 % Yo RUMECYIIHIR B Tabnerxe oT 103,7%
3AABACHHOTO KOJIHUCCTRA,
? 95,0~ 105.0 % of nimesulide per tablet of label. | 103.7 %

FPi0312/23

Crop./Page No: 1 3/of 2
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Ne n/g Haspa auanizy Crenudicauis Pe3yanTATA AHANI3Y
Sr. No. Test name Specification Test resuli
MuxpobHonoTHHECKAR TICTOTS Ofiee  wHENo. A3DOSHEIX  MHKDOSDPIAHMIMOB
(TAMC) ie Sonee 10° KOEA. < SO KOB/r
OBiee uHei0 APOKKEBLIX 1 nAcciensix rprbon
(TYMQC) ne Gosee 102 KOE/r, < 10 KOE/r
Oreyrersne Escherichia coli s 1 ¥ upenapara. OreyrotsyeT
&: Microbiclogical purity- Total agrobie mictobial count (TAMC): ,
' NMT 10° CFU/g. ’ | <50 CFUlg
Total combined yeasts/moulds-count (TYMC):
NMT 10° CFU/g ' < 10 CFU/g
Escherichia colimust be absent per 1. g Absent

BHCHOBOK: / CONCLUSION:

T1poAyKT BHFOTORNICHO, YIIAKOBAHO T4 IPORHAM30BANO Sri/HO 3 BUMOTAMH PeecTpaniiiHoro NOCBiTiCHIL.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
Cepindixar Ne 009/2020/GMP
Certificate No.0092020/GMP:

Cepis AB:Ne 598054
Batch.AB No. 598054

Binrosifae cranjiapram 1a sumoram GMP.
Itcomplies with GMP standards and requirements.
Jlinensig na Bupoﬁ'm;n;rgornircapcxamx 3a606in:
Licence for medical products praduction:

Tt i nefipkyic, o pel sapobiund cranii nag uiel Yepil roronol npsayiodl Gy saiciend B nosHili sigmosiAgocy 3 sIMOrasti, Ja3HAUSHIND 5 UBHIIH
sacTadosi 3 GMP; satsepiikenift MinioTepetsos OXOpoHI 310poK’s Yipaisn, 1.3 susiofany pererpatilingro lockt Kpalis NpHaHECERES,

1 hereby certify that all the manufacturing stages of this baich of finished product have been carried out in fall comphiance
Ministey of healih of Ukshine and with the requirements of the Marketing Authorisation file of th destination conntry:

with the GMP fequirements of the

| BHETITHK Ban, mabopatopieto BKSL Hauansank BKS: Vropnosaxesa dcoba
Analytical Chemist | QC Lab in-chargé ’ QCHead Qqéﬁfied?éﬂm’x‘ :
Inm’s/Name; ﬁjﬂ‘@cﬁa 3 i | Eppponosnta 7.8 | ?& m ‘\%W\b&p ;%{‘?fuéﬁ’g&z{”«{:(’ff
[Tinnuc/Signature: ;zf‘“,j | o 3%«%}\% b}"\@ : v
Jara/Date: 19]04 (43 18] oy[2% L ets
FP/0312/23 Crop:/Page Ne: 2 3/of 2
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