JEPAKABHA CJIYKBA 3 IIKAPCbKHX 3ACOBIB TA KOHTPO.IIO 3A

HAPKOTHKAMM Y KHiBCBKIN OBJACTI

npos. Ceimmmunoi Haxii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €APIIOY 37078774

BUCHOBOK
Npo SAKiCTh BBE3€HOr0 B YKpaiHy JiKapchbKOIo 3ac00y

11.03.2025 Ne 5972/25/10

JEHOKCHB

(naiiMeryBanHs JiKapChKOro 3aCo0y 3riHO 3 peecTpalliliHUM MOCBIAUECHHSM)
kancyau mo 200 mr, no 10 kancya y 6Jicrepi, no 3 6icrepu B KapToHHIA Kopooui

(popma BuTIyCKY, MO3YBaHIS, BU [TAKYBAHHS JIIKAPCHKOTO 3ac00Y)
Howmep peectpaniitroro noceizuenna UA/18678/01/02 crpoxk aii peectpauiitnoro nocsiguenns 13.04.2026
Cepis nikapcekoro 3aco6y Ne IXBG153 KinpkicTs BBE3€HOTO JiKapcskoro 3acoby 32283

Bupo6Huk MIKPO JIABC JUMITEN, Innais

(uajiMcHyBaHs BHPOGHHKa JIKapChKOTO 3ac0by, KpaiHa NOXOIKCHHS)

Bseseno B Yipainy ToBapucTBo 3 06MekeHo10 BinnosinaasHicTio "CeBadapm YA", inenr.
xon: 34294404

(nadimentysanns ta xox 3a CAPITIOY ropuanunoi ocobu abo npiseuie, iM's, 1o 6aThKOBI (iznunol
ocobu - nignpuemu, il MicLe NpoXUBaHHA Ta peecTpaliitnui HoMep o61ikoBOT KAPTKH NIAaTHHKA
nonarkis abo cepis Ta HoOMep nacrnopTa)

TIporokoun BisyaanHoro kontposo Bin 18.02.2025 Ne 0388/1.
JlabopaTopHuii aHami3 SIKOCTI JIKapCHKOro 3aco0y 3aificHeHHit:

AII "HenTpanpha 1abopaTopis 3 aHali3y SKOCTI JIIKapChKUX 3ac00iB 1 MEAMYHOI IPOLyKIii"
(m.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kynpssceka 8B KniBcbka obnacts, ¢. Hopi llerpismi,
ByJ. IBana ®panka, 19)

(HaliMeHyBaHHA Ta MiCUE3HAXO/UKEHHS JabopaTopii, o IpoBeia 1abopaTopHHil aHalli3 AKOCTI)

BUCHOBOK W00 AKOCTi JiKapchkoro 3acofy, Buaanmit naGoparopiero six 11.03.2025 Ne 0316

Pe3ynsTaTi 1a60paTOPHOTO aHANI3Y AKOCTi JIIKApCHKOTO 3ac06y 3a MeperipeHuMH Toka3RUkaMy BiIIOBIAIOTH
BHMOTAM MCTOAIB KOHTPOIIO SIKOCTI (aHami THIHO-HOPMATHBHOT JOKYMEHTAIIIT).

3a pesynbTaTaMd JEPKABHOTO KOHTPOJNIO BCTAHOBNCHO, INO JiKapcekuit 3aci6 BBeseHo B YKpainy 3

JAOTPUMAHHSAM BUMOT 3aKOHONABCTBA 1100 3a0e3MeueHHs AKOCTI NiKapChKux 3acobiB.
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MIKPO JIABC JIMITE/L

NIIAHKA Ne. S.155 - $.159 TA N1, IPOMUCJIOBA 30HA BEPHA,
®A3A III TA ®A3A IV, BEPHA CAJIKETT, IN-403722, Ingis

BIJIIJI KOHTPOJIIO AKOCTI
CEPTUDIKAT AHAJII3Y
HaiimenyBanHus JEHOKCUB Cropinka Ne Cropinka 136
M.H.H., popma Ilenexokcud karncynu no 200
BHUITYCKY, CHIIa Jii MT'
Howmep - TIOCHITAHHSA MLO06:FPS:R:CEBHG:EX02- | Koz rotosoro FCUAD0002
crietmdikanii 001 TIPOJYKTY
3BiT Ne 06FP24002522 Po3wmip cepil 1000000 xancyn
Cepis Ne IXBG153 KinbKicTh 3pa3kiB 240 xarncyn
JaTta BUrOTOBIIEHHS XKoetenp 2024 Tepmin npunatrocti | Bepecenb 2026
Ocoba, mo nposoguna | Panxana I"aBaze Kpaina-iMmnoprep Ykpaina
BiIOip 3pa3kiB
Hara BinGopy 3paskiB | 26/11/24 Jim. Ne 651
JlaTa BuImycky 09/12/24 P.JI. Ne. UA/18678/01/02
YnakoBka no 10 karicyn y 6micrepi; mo 3 | Jilicue no: 13.04.2026
GnicTepu B KOpoO1Li 3 KAPTOHY.
Ne Bunpo6yBaHus Crneundixauii Pe3yabTaTH
1. | Omuc (Bisyanpunii Bini nenpo3sopi Teepai xenaTvHoBi Kancymu | Bini Henpo3sopi TBepai xenaTUHOBI Karcynn
OrJIsI) posmipy «I» 3 rpasiloBaHHaM «M» Ha | posMipy «l» 3 rpasiloBaHHAM «M» Ha
kpumeuni Ta «13» Wa Kopmyci Karcynw, | kpumeuni Ta «13» Ha kopmyci Kamcynu,
zanioBHeHi  GinuM  aGo Maibke 6inuM | 3anoBHEHI GimuM IpaHyJIbOBaHUM
TPaHyJILOBAHUM ITOPOILIKOM. ITOPOLIKOM.
2. | Inentudixauis (Meron | Yac yTpUMaHHs OCHOBHOrO TiKy Ha | Yac yTpuMaHHs OCHOBHOTO TMiKy Ha

BUpPOOHMKA)
meroaom BEPX*

MerogoM Yd*

xpoMartorpami pozuudy mns KinbkicHoro
BH3HAYEHHS Ma€ BIIMOBIZATH OCHOBHOMY
niky Ha XpoMmaTorpami  CTaHZApTHOrO
pO3YMHY, fK ONHCAHO Y BHUNPOOYBaHHI
KinbkicHe BU3HAUEHHS.

Crektp  NOrfIMHaHHA  BUNpoGyBaHOTO
pO34MHY, 1O CIOCTepiracTbes y AianasoHi
210 um Ta 300 HM, IOEeMOHCTpPYE OIUH
MaKCUMyM TpH JOBXKHHI XBUJI NpUOIN3HO
252 HM.

xpomarorpami posuuHy 1ns KinbkicHoro
BU3HAYEHH: BiINIOBiac OCHOBHOMY HiKy Ha
XpoMarorpaMi CTaHZApTHOrO PO3UMHY, sK

ornucano y BunpoOyeanHi KinskicHe
BU3HAYEHHS.
Crektp  MOTNHMHaHHA  BHIpoGyBaHOTO

PO3UKHY, 1O CHoCTepiracThest y AianasoHi
210 um Tta 300 HM, HAEMOHCTpPYyE OOMH
MaKCHMYM I1pH JIOBKUHI XBUII 252 HM.

(%)

niokcuny#* €pp.0.

Inentndikauis Turany

3’ ABNAETLCA IOMAPAHYEBO-YEPBOHMIA KOIp.

3’ABNSETHCS TOMapaHYCBO-YEPBOHMI
KOJIp.

4. | Cepenns maca BMiCTY 272,0+5,0% 269,0 mr
(mr)* MeToxn (ix 258,4 mr mo 285,6 Mr)
3BAXYBaHHA
L Im’ 51 Hocana Mignuc/AaTa
TTinroroeneno (K51): Hinew . 3acT.MeHemKepa (mimnwuc) 10/12/24
TlepernsuyTto (K5I): Bimxkait 1. 3acT.MeHemKEPa (nignuc) 10/12/24

3arsepmxero (Tonosa Ki1 a6o

YO):

Bixpam Iarin

3acTt.reH.MeHeKepa

(mignuc) 10/12/24

AsrtopuzopaHno: ("onosa 35 abo

YO)

Tanewr Yirankap Meuemxep

(mignuc) 10/12/24
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' MIKPO JABC JIIMITE]L

oo | AIVBIHKA Ne, S.155 - S.159 TA N1, IPOMUCJIOBA 30HA BEPHA,

DA3A III TA ®A3ZA TV, BEPHA CAJIKETT, IN-403722, Innis

‘ BIUIIJI KOHTPOJIIO SIKOCTI
CEPTHU®IKAT AHAJII3Y
HaitmMenyBanHs JIEHOKCHb Cropinka Ne CropiHka 2 3 6
M.H.H., dopma Lenexoxcub xarcynu nmo 200
BUNYCKY, CHIa Jil M
Howmep - MOCHTaHHS MLO06:FPS:R:CEBHG:EX02- | Kox rorosoro FCUADO002
crienrdixarii 001 TIPOAYKTY
3BiT Ne 06FP24002522 Poawmip cepif 1000000 kamcyn
Cepis No IXBG153 KinbkicTb 3paskiB 240 xancyn
Jlata BUroTOBJICHHS XKoetens 2024 Tepmin npuaatHocTi | Bepecens 2026
Ocoba, o nposoauna | Pamkana I'aBazge Kpaina-imrnoprep Vkpaina
BinGip 3paskis
Hata BinGopy 3paskis | 26/11/24 Jlim. Ne 651
Jlara Bunycky 09/12/24 P.IT. Ne, UA/18678/01/02
VYnaxoBka no 10 kancyn y 6nicrepi; mo 3 | [liiicue no: 13.04.2026
OnicTepH B KOpobIli 3 KapTOHY.
Ne Bunpo6yBanus Cnenmdixanii PesyapTatn
5. | Yac posnagy® He 6insre 30 xsunnn H/3
€pp.d. 2.9.1

6. | Homxuna 3akpurol
3aTIOBHEHOI Karncylu

19,30 0,40 MM (Big 18,90 MM no 19,70 mM) | Minimym: 19.16 Mm
Makcumym: 19.22 Mm

(mm)*
(lTaHreHUMpPKYIEM 3
HOHiycoM)
7. | Bmict Boau (MeTox He Oinpue 5,0 % M/M 1,6% M/M
Kapna ®iwepa) (%
M/M) Epp.D. 2.5.12
8. | PosumnnicTs He menwe 80% (Q) 3asBiaeHOro BMicTy 1) 99%
Ilenexokcuby Ienexoxcuby posunHseTses npoTaroM 30 2) 108%
(mMetozom BEPX) XBHITHH. 3) 99%
(Meton BUpoOHUKa) PiBenn S1: 4) 96%
Bumnpo6oByroTs 6 kancyJi. s KoxHol 5) 98%
Karncynu He MeHe 85% 3asaBneHHOro 6) 99%

Bumicty Lenexokcuby posunHaeTsCa
npotarom 30 xeunuH. Jkuio ueit kputepiti
HE 3aJ{IOBONBHAETHCS EPEeXOIbTE Ha PiBEHD

S2.
. Im' a ITocana Hignuc/Tara
Hi}IFOTOBneﬂb (K5D): Hinew JTx. 3acT.MeHemxKepa (nianuc) 10/12/24
TlepernsmyTo (KS): Bimxkait T, 3acr.MeHemxepa (ninnuc) 10/12/24
3areepmxero (l'onosa K abo Bikpam Iarin 3acT.reH.MeHekepa (nignuc) 10/12/24
YO):
Qg)opnzosaﬂoz (Tonosa 34 a6o Tanew Yitankap Menenmxep (nignuc) 10/12/24




WU MIKPO JIABC JIMITEJ
v | JIVITHKA Ne, S.155 - S.159 TA N1, IPOMHUCJIOBA 30HA BEPHA,
®A3A III TA ®A3A IV, BEPHA CAJIKETT, IN-403722, Innist
BIIILJI KOHTPOJIIO SAKOCTI
CEPTUDIKAT AHAJII3Y
HaiiMenyBanus JEHOKCHB Cropinka Ne Cropinka 336
M.H.H., popma Ienexoxcub xarncyau no 200
BUNYCKY, CHUJIa Ail MI'
- b :FPS:R: :EX02- | Kox rorosoro
Homep - IOCHITAHHS MLO06:FPS:R:CEBHG 2 ) FCUADO0002
crieaudikauii 001 TIPOAYKTY
3BiT Ne 06FP24002522 Poswmip cepii 1000000 kamncyn
Cepist Ne IXBG153 KinbKicTh 3pa3kiB 240 xarcyan
Jlata BUrOTOBNEHHS XKoptenn 2024 Tepmin npunatHocti | Bepecens 2026
Oco0a, mo nposoanna | Pamkana [aBazne Kpaina-iMmnoprep YkpaiHa
BigOip 3paskiB
Jlarta Binbopy 3paskip | 26/11/24 Jlim. Ne 651
Jlata BUITyCKY 09/12/24 P.JI. Ne. UA/18678/01/02
VYnaxoBka no 10 xancyn y 6nicrepi; mo 3 | [ilicHe go: 13.04.2026
6rictepy B KopoOb1li 3 KapTOHY.
Ne Bunpo0yBaHHs Crenudikanii PesyneTaTu
PiBenn S2: H/3
Bunpo6oByroTs NOAATKOBO 6 Karncy,
cepelHs Kinekictb Llenekokcuby,
po3unHeHoro 3a 30 xBunuH, Beix 12 kancyn
( Pisens S1+ PiBeHs S2) mopiBHIoe un
Ginbiie 80% 3asBieHOro BMicTy i AUIa
KOIHOT KANCyJM pO3vHHEHA KiIBKICTh He
Mae 6yTu MeHiie 65% 3as1BIEHOrO BMICTY.
Pisens S3:
Bunpo6osyroTs JoaaTkoBi 12 xarncyi, H/3
cepenus kinekicts Lenexokcuoy,
po3unHeHoro 3a 30 XBHIKH, BCiX 12 kancyn
( PiBenr S1+Pienb S2+Pisens S3)
nopieHioe yu 6inplue 80% 3asBneHoro
BMicTy i Ju1d He BB 5K 2 Kancyn
PO34YMHEHA KUIBKICTE He Mae OyTH MeHIle
65% 3astBJIEHOTO BMICTY i TS JKOIHOT
Karicynu po3YMHeHa KibKiCTh He Mae Oy TH
MeHie 55% 3agBJICHOrO BMICTY.
9. | OnHopinHicTh Pisens I: TTpuitmanere uncno nepunx 10 1.9
JI030BaHUX OJUHHLb [030BaHMX OOMHKLL Mae 6yTH MeH1le abo
Im' s ITocapa Hignuc/Jdara
TinroTosnero (K): Hireur Ji. 3acT.MeHemKepa (niznuc) 10/12/24
MepernstayTo (KS1): Bimxait 1T, 3acT.MeHemKepa (ninnuc) 10/12/24
3arBepmxeHo (Ionosa K51 a6o Bikpawm ITatin 3acrt.reH.MeHemKepa (migmuc) 10/12/24
YO):
AsropusosaHo: (['onosa 351 abo Tanew Yitankap Menemxep (nignuc) 10/12/24
YO) .




NN MIKPO JIABC JIMITE/

o | AIVBIHKA Ne. S.155 - S.159 TA N1, IPOMUCJIOBA 30HA BEPHA,

®A3A 111 TA ®A3A IV, BEPHA CAJIKETT, IN-403722, Inzis

‘ BIJII1JI KOHTPOJIIO IKOCTI
CEPTUDIKAT AHAJII3Y
HaiiMeHyBaHHs JEHOKCUB Cropinka No Cropinka 43 6
M.H.H., popma Ienexokcud kancynu o 200
BUNYCKY, cHiIa Oii MI
Howmep - HOC'KIHaHHSI MLO06:FPS:R:CEBHG:EX02- | Koz rorosoro FCUADO0002
cnenndikarii 001 TIPOAYKTY
3BiT Ne 06FP24002522 Po3mip cepif 1000000 karrcyn
Cepist No IXBG153 KinekicTe 3paskiB 240 kamncyn
Jlata BUTOTOBJIEHHS Kogtens 2024 Tepmin npunatHocTi | Bepecens 2026
Oco0a, mo nposoauna | Pamkana ['aBane Kpaina-iMmmoprep VYkpaina
BinOip 3paskis
Hata Binbopy 3paskis | 26/11/24 Jlim. Ne 651
Jlata BUnycky 09/12/24 P.IT. Ne, UA/18678/01/02
YnaxoBka no 10 kancyn y 6nicrepi; mo 3 | [iitcue mo: 13.04.2026
GnicTepu B KOpoO1li 3 KAPTOHY.
Ne BunpoGysauus Creuudirxauii Pesynapraru
(po3paxyHKoBO- nopisHioBatH 15,0, Bunpobysanns

TIOBTOPIOIOTE Ha HACTYMHUX 20 OXHHMUSAX i
PO3paxoBYIOTh MpHAMANbHE YUCTIO.

Pisens II: OcrarouHe npuitMansHe ynucio
30 pozoBaHUX OJMHHIB MaE 6YTH MeHLie
abo mopisHrosaty 15,0 i xomaunii
iHAUBINyansHME BMICT 6yab-K0l 1030BaHOT
onuHHULI He Mae GyTH MeHe , Hix [1-(0,01)
(25,0)] M i He Ginsiue, Hix [1+(0,01)
(25,0)0]M

BaroBUM MeToioM)*

(Meton BupoGHHKa)
H/3

10. | KinmbkicHe Busnauenns | He menme 95,0% i ne Ginsme 105,0% Buict B %: 99.9%

Henekokcuby
(MerogoM BEPX)
(MeTox BupobHUKA)

3asBJIEHOTO BMICTY.
(ne menwe 190,0 Mr i ve Ginpme 210,0 Mr
Ienexoxcnby Ha Kancyny)

Bwmicr B Mr: 199.8 mr

1.

CymyTHi ZoMiwKu
(meTonom BEPX) (%)
(meTox BHpoOHMKa)

- Homimka A ( €ep.D. | He 6insme 0,1 0.0%
Jomiwka B)
He 6inpize 0,1 0.0018%
Im’ s Hocapga Higmuc/Jara
Hirotosneno (K5): Hinew JTx. 3acT.MeHemKepa (mignuc) 10/12/24
Tepernsuyto (KS5I): Bimxkait T, 3act.MeHemKepa (minnuc) 10/12/24

3ateepmxeno (I'onoa KA abo

YO):

Bikpam ITarin

3acr.red.MeHemKepa

(nigmac) 10/12/24

Asropusorano: (l"onosa 351 a6o

yO)

T"anew Yirankap Menenxep

(minnuc) 10/12/24




PN MIKPO JABC JIMITE
oar | AIITHKA Ne. S.155 - S.159 TA N1, IPOMACJIOBA 30HA BEPHA,
®A3A III TA ®A3A IV, BEPHA CAJIKETT, IN-403722, Innis
BIIILJI KOHTPOJIIO SIKOCTI
CEPTU®DIKAT AHAJII3Y
HaiiMenyBanus JAEHOKCHB Cropinka Ne Cropinka 53 6
M.H.H., dopma [enexoxen6 kancymu no 200
BUIYCKY, cuia Iii MT
Howmep - TOCUJI2HHS MLO06:FPS:R:CEBHG:EX02- | Koz rotosoro FCUAD0002
crienudikaii 001 NPOAYKTY
3BiT Ne 06FP24002522 Poamip cepii 1000000 xancyn
Cepis Ne IXBG153 KinpkicTh 3pa3kiB 240 xancyin
JaTta BUroTOBJICHHS Kortensb 2024 Tepmin npupatHocti | Bepecens 2026
Ocoba, mo nposoauna | Panxana ["aBane Kpaina-immnoprep Vkpaina
BinOip 3paskiB
Ilara BinGopy 3paskiB | 26/11/24 Jli. Ne 651
Jlata BUITyCKY 09/12/24 P.JT1. Ne. UA/18678/01/02
YmnakoBka no 10 kancyn y Gicrepi; no 3 | IiiicHe no: 13.04.2026
OnicTepy B KOpoOIli 3 KapTOHY.
Ne BunpoOysaHus Crneumdikanii PesyabTaT
- MaKCHMMaJlbHa OJlHa
HeBiZioMa JoMillka He 6inbiue 0,5 0.0%
~ BChOTI'0 JIOMIIHOK
12. | Mikpo6ionoriuna
qucToTa’
€pp.®.2.6.12Ta2.6.13
1) 3aranbHa KiIbKiCTb He 6ineme 1000 KYO/r <10 KYO/r
aepoOHHX MikpoGip
2) saranbHa KiJbKicTh
Ipixmkie / rpubis He 6insure 100 KYO/T <10 KYO/r
3) okpemi
MiKpoOopraHisMu
- Escherichia coli Matotb 6yTH BincyTHI/T BincyTHi/r

Ximiuna Hasea Jomiwxu A (€sp.®. Jomiwmka B): 4-[3-meTundenin)-5-(tpudropmernn)-1H-nipazon-1-in] GenseHcynsponamin
* BunpoGyBaHHA He € YaCTHHOIO JOCIIIKEHb cTabiIbHOCTI.

$ BunpoGysaus Ha po3nan BUKOHYETHCS JIMLIE sl Cepiil, 1O NOAaIoThCs.

** InenTudikanis 3a peHTTeHIBCEKOO AN PAKTOMETPIEI0 BUKOHY€TBCS HAIPUKIHII 3aMPOTIOHOBAHOTO TEPMiHy NPUAATHOCTI Mix
4ac JOCHimKeHb CTabiNbHOCTI i He € 4acTHHOK cheludikallil Ha MOMEHT BHITYCKY.

Im’ 51 Ilocana ignuc/MaTa
Mizrorosneno (K51): Hinew [Ix. 3acT.MeHemKepa (nignuc) 10/12/24
TepernsnyTo (K5I): Bimxkait II. 3act.MeHemKepa (nignuc) 10/12/24
3arsepmkeno (Ionosa KS1 abo Bikpawm ITatin 3acr.reH.MeHemKepa (mignuc) 10/12/24
YO):
;’;g)opuaoaaﬂo: (Tonosa 351 abo Ianew Yirankap Menemxep (mipmac) 10/12/24




" MIKPO JIABC JIIMITEJQ

Nove: | AIVDIHKA Ne. S.155 - S.159 TA N1, TIPOMUCJIOBA 30HA BEPHA,

®A3A III TA ®A3A IV, BEPHA CAJIKETT, IN-403722, Inais

BIIIIJI KOHTPOJIIO AIKOCTI
CEPTU®IKAT AHAJI3Y
HaiimeHnyBaHHs AEHOKCHb Cropinka Ne Cropinka 6 3 6
M.H.H., ¢opma Ienexoken6 xamncynu o 200
BUNYCKY, CHNa Iii MI
Howmep - HOC“P.IJIaHHSI MLO06:FPS:R:CEBHG:EX02- | Kox rorosoro FCUAD0002
crnierudikaii 001 TIPOJIYKTY
3BiT Ne 06FP24002522 Poamip cepif 1000000 xaricyn
Cepist Ne IXBG153 KinbkicTs 3paskiB 240 kancyn
JlaTa BUrOTOBIEHHS XKogrtens 2024 Tepmin npunataocti | Bepecens 2026
Ocoba, mo nposoguna | Pamxana ['asane Kpaina-immoprep Vkpaina
BiOip 3pas3kiB
Hata BinGopy 3paskiB | 26/11/24 Jli. Ne 651
Jlata Bunmycky 09/12/24 P.TT. Ne. UA/18678/01/02
Ynakoska no 10 karnicyn y 6nicrepi; mo 3 | HiticHe go: 13.04.2026
GnicTepy B KOopob1li 3 KapTOHY.

# BunpoGysanns Ha inentudikauiro TuraHy miokcugy Ta MikpoGionoriuy 4MCTOTY He € pyTHHHHMH BUIPOGYBaHHAMMY i
3MIHCHIOIOTECS HA TIEPUIMX TPHOX KOMEpPUIMHUX cepisX i Hamani — Ha KoxkHil 10-i KoMepuiitniit cepii a6o MiniMy™ Ha omHi
cepii Ha piK, AKIWO BUPOOIAETHCA.

3assa YO: Cepist BiflNOBiIa€ 3aTBeP/UKEHNM CTAHAAPTaM SKOCTI, METO[aM KOHTPOITIO SIKOCTi Ta BHYTpilIHil
crienudikanii BuUpoOHuKa.

[um minTeepxyIo, Lo NpuBeaeHa BHILE iHhopMaLis € JOCTOBIPHOIO i TOYHO. BHPOGHMLTBO (BKIIOUAOYH
IaKyBaHH:A/MapKyBaHHs) i KOHTPOMIb AKOCTI Li€l cepii mpoAyKUil BUKOHAHO Ha BHILE3a3HAYEH I BUPOOHNYIji
AinbHMUI B TIOBHIHM BianosixHocTi g0 BuMor GMP (HBII), BcTaHOBNEHMMH MiCLEBAM PEryNSTOPHUIM OPraHOM, a
TakoX i3 crenudikauiamm y peectpauiifnoMy qocke KpaiHU-BUPOOHHKA; IPOTOKONN BUPOOHUIITEA, YIIAKOBKH i
KOHTPOJIIO AKOCTi Oy/I¥ nepernsHyTi i BU3HaHi Bianosinuumu 1o sumor GMP (HBI).

VMoBu 36epiranns: He nmoTpebye criemiansHnx yMoB 36epiranus. 36epiraT y HEAOCTYITHOMY JUTS AiTel Micwi.

Poswmip cepil: 32318 B ynakoskax Ne30
Jlata Bunycky: 09/12/24

‘ : Im' 51 Ilocana Migmuac/dara
Tixroroeneno (K5I): Hinemm JTx. 3acr.MeHemKepa (nignuc) 10/12/24
TepernanyTo (K5): Bimait I, 3acT.MeHeKepa (ninnuc) 10/12/24
3ateepmxeno (I"onora KA abo Bikpawm ITatin 3acT.reH.MeHemxepa (nignuc) 10/12/24
YO):
ét(s;r)opmoaaﬂo: (Tonoea 34 a6o Tanew Yirankap Menemxep (nminnuc) 10/12/24




MICRO LABS LIMITED

PLOT No. 8.155 TO $.159 & N1 VERNA INDUSTRIAL ESTATE,
PHASE Il & PHASE IV, VERNA SALCETTE, IN- 403 722, India.

QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS

Product Name Denoxib 200 Page No. Page 1 of 5
Generic Name Celecoxib 200 mg Capsules
Specification ) o, . Finished Product
Raferenée No, MIL.06:FPS:R:CEBHG:EX02-001 Code FCUADOOQQ2
A.R. No. 06FP24002522 Batch Size 1000000 Capsules
Batch No. IXBG153 Sample Qty. 240 capsules
Mfg. Date Oct-2024 Expiry Date Sep-2026
Sampled By Ranjana Gawade Country of Export Ukraine
Sampled On 26/11/24 Mfg. Lic No. 651
Date of Release 09/12/24 Registration No. UA/18678/01/02
Presentation Pack 10 capsules in a biister,3 blisters in a Validity 13.04.2026
cardboard box.
S. S
No. Test Specification Results
1. | Appearance (By Visual Inspection) | White opaque / White opaque, | White opaque / White opaque,
size ‘1’ hard gelatin capsule | size ‘1" hard gelatin capsule
printed with ‘M’ on cap and ‘13’ on | printed with ‘M’ on cap and ‘13’
body filled with white to off-white | on body filled with white
granular powder. granular powder.
2. | Identification (In-house) The retention time of the major | The retention time of the major
« ByHPLC?* peak in the chromatogram of the | peak in the chromatogram of
assay preparation should | the assay preparation
correspond to that of the major | correspond to that of the major
peak in the standard preparation | peak in  the  standard
as described under Assay test. preparation as  described
under Assay test.
s ByUV™ The absorption spectrum of the | The absorption spectrum of
Test solution, when observed |the Test solution, when
between 210 nm and 300 nm, | cbserved between 210 nm and
exhibits one maximum at about | 300 nm, exhibits one
252 nm. maximum at about 252 nm,
3. | Identification of Titanium dioxide # | An orange red colour appears. An orange red colour appears.
Ph.Eur.
4. | Average fill mass (mg)* 272.0 mg £ 5.0% 269.0 mg
By weighing (Between 258.4 mg and 285.6 mg)
5. | Disintegration time * Not more than 30 minutes Not Applicable
(Ph. Eur. method 2.9.1)
6. |Locking length of filled capsules 19.30 + 0.40 mm (Between 18.90 | Minimum: 19.16 mm
(mm) (Vernier caliper) mm and 19.70 mm) Maximum: 19.22 mm
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minutes, If this criterion is not met,
proceed to level S2.

Level 82: Test additional 6
capsules, the average amount of
Celecoxib dissolved in 30 minutes
of all 12 Capsules (Level S1 +
Level 82) is equal to or greater
than 80% of the labeled amount
and for no Capsule the dissolved
amount is less than 65% of the
labeled amount.

Level 83:Test additional 12
capsules, the average amount of
Celecoxib dissolved in 30 minutes
of all 24 Capsules {Level 81 +
Level S2 + Level S3) is equal to or
greater than 80% of the labeled

MICRO LABS LIMITED
PLOT No. 8,165 TO $.159 & N1 VERNA INDUSTRIAL ESTATE,
PHASE Il & PHASE IV, VERNA SALCETTE, IN- 403 722, India.
QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS
Product Name Denoxib 200 Page No. Page 2 of §
Generic Name Celecoxib 200 mg Capsules
e ML06:FPS:R:CEBHG:EX02-001 Fimished Product | EcUADOO02
A.R. No. 06FP24002522 Batch Size 1000000 Capsules
Batch No. IXBG153 Sample Qty. 240 capsules
Mfg. Date Oct-2024 Expiry Date Sep-2026
Sampled By Ranjana Gawade Country of Export | Ukraine
Sampled On 26/11/24 Mfg. Lic No. 651
Date of Release 09/12/24 Registration No. UA/18678/01/02
Presentation Pack ggrgagz%eg;;a blister;3 biisters in a Validity 13.04.2026
8. —_
No. Test Specification Results
7. | Water content Not more than 5.0 % m/m 1.6 % m/m
(By Karl Fischer method)
(Ph. Eur. method 2.5.12)
8. | Dissolution of celecoxib (By Not less than 80% (Q) of the | 1) 99 %
HPLC) (In-house) labeled amount of Celecoxib is 2) 108 %
dissolved in 30 minutes 3) 99 %
Level S1: Test 6 capsules: For 4) 96 %
each capsule, not less than 85% 5) 98 %
of the‘ !a_lbeleq amouljt of 6) 99 %
Celecoxib is dissolved in 30

Not Applicable

Not Applicable
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MICRO LABS LIMITED

PLOT No. $.155 TO $.159 & N1 VERNA INDUSTRIAL ESTATE,
PHASE Ill & PHASE IV, VERNA SALCETTE, IN- 403 722, India.

QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS

Product Name Denoxib 200 Page No. Page 3 of 5
Generic Name Celecoxib 200 mg Capsules
Specification . . . Finished Product
Peference: No. ML06:FPS:R:CEBHG:EX02-001 Code FCUADOQOO2
A.R. No. 06FP24002522 Batch Size 1000000 Capsules
Batch No. IXBG153 Sample Qty. 240 capsules
Mfg. Date Oct-2024 Expiry Date Sep-2026
Sampled By Ranjana Gawade Country of Export | Ukraine
Sampled On 26/11/24 Mfg. Lic No. 651
Date of Release 09/12/24 Registration No. UA/18678/01/02
Presentation Pack | |0 capsules ina blister;3 blisters ina| /. 13.04.2026
cardboard box.
S. e
No. Test Specification Results

amount, for not more than 2
Capsules, the dissolved amount is
less than 65% of the labeled
amount, and for no capsule the
dissolved amount is less than 55%
of the labeled amount.

9. | Uniformity of dosage units
(By mass variation)
(In-house) *

Level I: Acceptance value of first
10 dosage units shouid be less
than or equal to 15.0. If
acceptance value is greater than
15.0, test the next 20 units and
calculate the acceptance value.
Level H: The final acceptance
value of the 30 dosage units
should be less than or equal to
15.0 and no individual content of
any dosage units is less than [1-
(0.01)(25.0)] M and not more than
[1+(0.01)(25.0)] M

1.8

Not Applicable

10. | Assay of celecoxib
(By HPLC) (In-house)

Not less than 95.0 % and not more
than 105.0% of the label claim.
(Not less than 190.0 mg and not
more than 210.0 mg of Celecoxib
per capsule)

Assay in %: 99.9 %

Assay in mg: 199.8 mg
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MICRO LABS LIMITED
PLOT No. $.155 TO S.159 & N1 VERNA INDUSTRIAL ESTATE,
PHASE Il & PHASE |V, VERNA SALCETTE, IN- 403 722, India.

QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS
Product Name Denoxib 200 Page No. Page 4 of 5
Generic Name Celecoxib 200 mg Capsules
Specification . 5 ) Finished Product
Refarencs No. ML06:FPS:R:CEBHG:EX02-001 Code FCUADOQOQO02
A.R. No, 06FP24002522 Batch Size 1000000 Capsules
Batch No. IXBG153 Sample Qty. 240 capsules
Mfg. Date Oct-2024 Expiry Date Sep-2026
Sampled By Ranjana Gawade Country of Export | Ukraine
Sampled On 26/11/24 Mfg. Lic No. 651
Date of Release 09/12/24 Registration No. UA/18678/01/02
Presentation Pack 10 capsules in a blister;3 blisters in a Validity 13.04.2026
cardboard box.
S. e e

No. Test Specification Results
11. | Related substances (By HPLC)

(In-house)

Impurity A (Ph.Eur. Impurity B) Not more than 0.1 % 0.0 %

Maximum single unknown impurity | Not more than 0.1 % BLD(0.0018%)

Total impurities Not more than 0.5 % 0.0%
12. | Microbial limit test #

(Ph. Eur. method 2.6.12 & 2.6.13)

1) Total aerobic microbial count Not more than 1000 cfu/ g <10 CFU/g

2) Total combined yeasts/ moulds | Not more than 100 cfu /g <10 CFU/g

count

3) Specified micro-organism Should be absent /g Absent/g

-Escherichia coli

Chemical name of Impurity — A [Ph.Eur. Impurity B)]: 4-[3-(4-methylphenyl)-5-(trifluromethyl)-1Hpyrazol-1-yl]
benzenesulfonamide

*Test are not part of stability testing.
* Disintegration test to be performed only for submission batches.
**Identification by XRD to be performed at the end of proposed shelf-life during stability and is not part of release
specification
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MICRO LABS LIMITED
PLOT No. 8.155 TO $.159 & N1 VERNA INDUSTRIAL ESTATE,
PHASE Il & PHASE IV, VERNA SALCETTE, IN- 403 722, India.
QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS
Product Name Denoxib 200 Page No. Page 5 of 5
Generic Name Celecoxib 200 mg Capsules
Specification Finished Product
Sy MLO6:FPS:R:CEBHG:EX02-001 Cule FCUAD0002
AR. No. 06FP24002522 Batch Size 1000000 Capsules
Batch No. IXBG153 Sample Qty. 240 capsules
Mfg. Date Oct-2024 Expiry Date Sep-2026
Sampled By Ranjana Gawade Country of Export | Ukraine
Sampled On 26/11/24 Mfg. Lic No. 651
Date of Release 09/12/24 Registration No. UA/18678/01/02
Presentation Pack | |0 capsules in ablister;3 blisters ina |\, . 13.04.2026
cardboard box.

# The test for identification of Titanium dioxide and Microbial limit test are non-routine tests and will be carried out
in first three commercial batches and thereafter in every 10 commercial batch or minimum one batch per year, if
manufactured.

Statement QP: The batch complies to the approved quality standards, quality control methods and in-house
specification.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured (including packing/labelling) and quality control has been carried out at the above ~mentioned
Manufacturing site in full compliance with the GMP requirements, set by local Regulatory Authority and with the
specification contained in the Marketing Authorization of the manufacturing country, the batch processing,
packaging and analyses records were reviewed and found to be following GMP

Storage conditions: The drug does not require special conditions. Keep out of the reach children.

Released Quantity: 32318 x 30's for customer
Release Date: 09/12/24
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