JEPKABHA CJYIKBA 3 JIKAPCbLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHUEBI

npos. Haaii Caitnmunot. 3, 02099, ren. (044) 205-26-85
E-mail: dis.kyiv@dis.gov.ua, Kox CIPIIOY 37079055

BMCHOBOK
11po siicTh BBE3eNoro B YKpainy JgikapeLKroro 3acody
18.12.2025 Ne 65132/25/2611
KOAKT

(HEHMCHY RN ARAPCHLROEO Tacely IO T PCCCTPALHITHING HOCHITIIBIN
raGiaerks, BKpUF NIiBKoBoI0 000101HK010, 10 875 mr/125 mr; 1o 5 rabaerow y Guicrepis no 3
Gaicrepit B kaproimnii KopobiL

(POPMA BRITYCKY, 03y BANIA, B (1KY BAUE AIRAPCLROTO sacoly)
Howmep peecrpauiiinoro nocsinuenns UA/] 3907/01/01 crpox aii peccrpaviiinoro nocsinenns 05.1 2.2026
Cepis nikapeskoro sacoby Ne EJ8725030A KinsicT, eescuoro Jikapeskoro sacody 1620

BupoBunk Aypobinmo apma Jlimites, I0uiv-XI1, nuis

(naftmeliysanis BupoGHiKa TIKAPCLKOTo 3¢y, KPaa ROXOLKCHI)

Bueseno B Yrpaiiy TOBAPUCTBO 3 OBMEKEHOIO BIANOBIAANLHICTIO
"BYCT DAPMA", inenr. xon: 44107410

(uadiMenyastis ta koa 3a CJPTIOY woprininoi 0COBH (B0 HPIIBHILC. IMY1L 110 BAT6ROBT Qo
0cofH - HEANPUCMUS, T MICHE HPOKHBAHNS T4 peecTpatifitit nomep ofAiKoBOT KAPIKE TR
poAatKin afo cepiy Ta noMep nacnopTal

Tiporoxon sisyasbuoro kourpomo sin 18.12.2025 N 5016/01.10-25/13.

33 pesysSbTATAMM  ACPRABHOIO  KOHTPOAD  BCTAHORALHO. 11O Jlikilvy%(mi jacid  sueseno  n Yrpaidy

NOTPHMAHHAM BiMOr 3aKOHOABCTEA LWOAO 3a0e3Me CHHRA AKOCTI J

{xApCchKuX 3001,

g \\‘f

Muona XOJIONAEHKO

(ininfaid ra npismane)
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JEPXABHA CJIYVIKBA 3 JIKAPCHKHX SACQBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHY y m. KHEBI
npos. Hagit Ceitnnunol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €APIIOY 37079055

BHCHOBOK
Npo SIKICTL BBE3eHOro B YKpainy JikapenbKoro 3acody

21.11.2025 Ne 59191/25/26

KOAKT
(naimetynants NiKaperkoro 3acoby 3rifHo 3 pecerpauifiniy nOCsiaNennsM)
rabaeTn, BRpUTE nitiBkon o 060a0nK010, no 875 mr/125 mr; no 5 tabaerox y aicrepi; 1o
3 faicTepy B kapTouniil Kopobui
(hopma BHIYCKY, HO3ynars, B NAKYBAHHA JIKAPCLKOro 3acoy)

Howmep pecctpauiiinoro nocsinyenns UA/13907/01/01 crpox aii peccrpauiiinoro nocsinnenns 05.12.2025

Cepis nikapenkoro 3aco6y Ne EJ8725030A Kinukicrs naesctoro aikapcskoro sacoGy 60
BupoGuuk Aypobinno ®apma Jlimitea, IOuit-XI1, Innis

(uatimenysanns supoGunxa sikapeskoro zacoGy, kpaina TONOAKCHHA)

Bsescno B Vipainy TOBAPHCTRBO 3 OBMEIKEHOIO BIIITOBLIAJILHICTIO
"BYCT OAPMA", inenr. xon: 44107410

(salmenysanng Ta xox 3a CAPTIOVY wopuisuioy ocodn ado npiase, iM's. 10 SarhKos
spizuanoi ocoby ~ nianpuemiu, 17 micue BPOAHUBARHS TR peectpaniiinnil nomep obaikonoi
KApTRH fuIaTHHKA nofatkin abo cepis Ta nomep nacnopra)
Hporoxon sisyansnoro konrpomo nix 22.10.2025 X2 3971/01.10-25/11.

JlaGopaTopuuit ananis sxocri HKAPCLKOTO 3acoBy BaificHen il

JlaGopatopis 3 koHTpoImo gKOCTI NMiKapeLKUX 3acoBin Topapucrsa 3 06mereHo0O
Bianosinanericrio "JIIKHJIAB" (nys. Hosropoa-Cisepebra, 6y,1.3, Hewurione npuMileHs 92)

(HAMMEHYBRRHS T2 MICUCIHAXOJOKCHHA naboparopii, wo nposena naGoparopimii anaais AROCTI)

Buchosox wono sxocti nikapeskoro sacoby, sunam naoparopicio sin 20.11.2025 Ne 25-63

Pesysurary naGopatoproro ananisy skocri JHKAPCLKOFO 3aC06Y 32 NepeBipeHiMK NOKATHIKaM it BiftosinaoTn
BHMOTAM METOXIB KOHTPOIIO AKOCT (3HANITHYHO-HOPMATHRHOY ROKYMCHTAUIT).

3a  pesyapraramu  OepkaBHoro KOWTPOAIO  BCTAHOBACHO, WO Aigapehkull  3acid  mneseno s Vipaiy 3

AOTPHMAHHSAM BumMor 3AKOHONABCTRA WOLO 3abesneuenns si <;1/‘i sikapeskix sacodin,

Muxona XOJIOJEHKO

ro KONTPO:10) {ninngc) (inirgam ra npissine)




JiaGoparopis 3 KOHTPOJLIO SKOCTI NKAPCHKRUX sacobin

TOB "JUKIHJIAB"

Medicines Quality Control Laboratory

LLC “LIKYLAB”

Vipaia , 03153, s, Kuis, syn, Hopropop-Cigepewka, ByA.3, HENUTROBE NpURILIEHHA 82, BU8-62013

Bucnopok moao sxocri Ne 25-63 pig 20.11 2025
KOAKT raGnern. prprti niiBkosoo 660J0HK0I0, 10 8
rabnerox v Grictept; no 3 Gaicrepu 8 rapToHuii Kopobi

Flaspa apeunapary:
Pocerpanifnait Homep:
ipobunu s,

fomep cepilt

Poamip nayrii sy sxol sixiGpano

IPATCK:
Tepwin apuaatoct

Biibpano/oaemrano sl

Jata opepmanns
Bujg RogTpome:

AN (MK, cneundikanii),

25-63
’wpo@il-"‘w Gapwa Jlivites, Howim-X
FI8725030A

60
(062027

11, Tuain
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Q)AP‘\/}/\ Aneaunit croran Ne 2, M, Kuls, sy B ACRTPUKIB. DY AuBOK 3,

nosepx 1, aitepa A, rpyia npusimens N 5
12,11.2025

Hanpassensn TAC ua naboparoprui anats (902)
AHJT a0 PIT Xe UA/13907/01/01

Si},&ii(}ﬂié}}i(} pist ol BPOBOAHTLCH

aitayis
Horasnurn Busoeu AL Pesyavmam
O bini aBo Maitike B karicynosraol Gopmu Tabaerky, BEPHTI Bisnosizac

Lacwrudixanis - BEPX

Inentugixauis - MeTogoM
TIIX

Cepeirs Maca

KinpicHe BHIBadeHas -
(meTonom BEPX)
[KaarysiaHOBA KIHCADTA
{CHINOS)

KinsrICHE BRIHAYCHEA -
cuetonom BEPX)
AMOKCHUMADLY TpHILIpaT
¥ CRBIBENCGHTT
AMOKCHIMATHY

e o;mvmv
{CI6HTONSOSS)
Piewruikauly - Sappiuka
{Trrany JUOKCH)

I BKROBOIO 0BOA0HKOW0, 3 MapKyBaH#aM "A" 3 Omiel CTOpOHY,
ra srinienn posnomy Mix "6" ra 5" 3 0L CYOPOHK.

OcHORHI  THKW  Ha  XpOMATorpaMi, ka  OTpiMana i
BHAPOBOBYBALOTO POIUHHY. HOBHHIT MATH TakuH camuit 4ac
yTpHMyBaHiA, K OCHOBHI  JIKM M2 XPOMATON] Dami

CTAHRADTHOTO PO3UMHY, #K& OTpUMaHa 0pH RUILRICHOMY
BIHARCHHI
QcHopri  TUMIL HAa  XpOMATOrpaMi, AKa OTpUMaHa

15HHPOQ()H}’BHMOFO 3PAIKA, MAOTH (}'1}1 l’lOg’Il()fH {10 NONOKCHHIO
T KOALODY QCHOBHIA NN Ha X}’)O\dd’f()!“pd\dl AKA OTPHMAHA
S CTAHARDTHOPO POy 3UUHY
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(90,0 % - )5 0 %) Bix 3assienol KibkocTl

a1
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(90,{) Y% -

JKOBTO-UCPBOKHE KOJID 3 POIUAHOM NELERUCY BOAHIO

RBianoniaac
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[455. 66 N

1")

880.09 mr

Yraroska 3rizno sivor MK Bignosigac
Maprysauns FrUIHO BUMOT TEKCTY MApKYBAHNS Biguosinne
BHCHOBKY: lepenipeni apazok KOAKT rabaerk, mcpxm THBKOBOIO 0BOIONKOIO, v 875

MY i““\ M, 1o S la&*m*w v Gnictep;

// O A 6

no 3 Gaicteps B KaproHHIH KOPOdL cuplt
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CEPTU®DIKAT BIANOBIJIHOCTI

Hara: 29 ceprius 2025 poxy

1. Hassa upouykry: * | KOAKT rabnetin, Bxputi nniskosoto 0GonoHkoto, 875 mr/125 Mr
2. Kpaiua-imnoprep * | Yxpaina
3. Homep nossounty a mapkerunr © | UA/13907/01/01 lﬂiﬁcnuﬁ 710 1HCOOMEex eIt

875 mr/125 mr

4. Cuaa / ITotenuisn . . <
! (AmokcHunstin - 875 Mr Ta knasynanar kanito - 125 mr)

5. Jlixapebica hopma + | TaGneTky, BKPUTI TUTIBKOBOIO 060STONKOI0

6. Posmip i Tun ynakoskn * |5 mabucrox y Guicrepi, 3 Guicrepu B kapronuii xopo6ui

EJ8725030A

7 Kinnicett naprii rorosol npopyrenii

8 Kinnkiers mapTii rorosoi npogyxii
' B ynakoskax

41040 Taukn

9. | Mara surorosienus/supobunursa  |° | 07/2025

10. | Tepmin aii ¢ 106/2027
Hazsa ta ajpeca BAPOBEHUKA(IB) / BUPOBHUKA(IB) - BAPOBHHMYII MAUIAIYHK(W):
Im'st ¢ |AYPOGIHJIO ®APMA AIMITE], IOnit XII

1. :

Capgeii Ne 314, cennwe Bauynaini, KytyBysnanyp Maigan, okpyr

Alpeca Paira Peani, Xaitnapa6an, Wrar Tenenrana, 500 090, s

12. | Homep no3Bosy na BHpoGHHLTBO : ST/RR/AP/2003/F/R

13. | PesyapraTi anagisy © | Mus. nosamnmit ceprudiixar anaizy

14. | Komenrapi : Hyib

3asisa upo ceprudirauniio

LuM My 3acsisuyemo, wo HaseucHa Bulie indopmauis € mocrosiproio ta Toutolo. Ll cepist upouykry Oysa
BHPOGEHa/BUTOTOBNIEHA, BKIIOYAIOUH TNaKyBaHHA/MapKYBaHHS Ta KOHTPOMb SKOCTI Ha BHIIE3a3HAUEHOMY Micli B

15. o . . ; - .
noRnil BiANORIANOCTI 10 BIMor GMP mictienoro perymaropuoro opramy Ta no crenudiranii y pecerpaniitumx
AOKYMCHTAaX KpaiHu-iMnoprepa. 3amucu npo BUPOGHHITBO cepiit, nakyBaris Ta ananis Gynu nepeBipeHi Ta BU3HAM
TAKUMH, Wo Bixnosinarots GMP,

Migmuc: Hionuc

Im'st : [usim Mop

Hocana : 3acTynuuk Bine-npesngenTa 3 sikocti (AVP / Arginine Vice President)
Hara: 29/08/25

AUROBINDO PHARMA LTD

Uait KH < Survey R 213, Bactupally, Bachupally iMancsh, Hedehad - Sathajgict Districd. Telangans Stave, INWA. Fip « 57 <41 2B 7304 &
Carp. DL Giliey, Floaes: 2224, Plat Moo, Surey Na. 8375, Hytinrabnd Knaveledre Gity, Raitturg Panmaktha, Rangit Rediy
Indis. Tel: ~93 40 6672 5GOC { 6677 1200 Faw: + 81 A0 G707 A0

e Gl ‘

For: v 9793 2334 4085
derabad ~ BUO 832, ¥a

PAN No. AABCATIBEH

LA




AYPOBIHA0 ®APMA NIIMITEA

[OHiT XIl, Capseit Ne 314, cenuue Bauynanni, Bauynanni Manpgan Meauan QicTpikr,

Xairpapabag, Wrart TeneHrana, IHain

CEPTU®IKAT AHANI3Y
(rOTOBUM MPOAYKT)

Hassa npoaykty: KOAKT, Tabnetku, BKpUTi Naiskosoto 060n0HKOIO,

Bnictepu B KapTOHHI Kopobui

no 875mr/125mr, no 5 Tabnetok y 6nicrepi; no 3

OAKT, TabneTtku, BKpUTI
Koa rosapy |FTCWA4IBA SaranvHaNassa | CANT TAGRETIA BKPATL 14 p No. 12FP25001860
NAiBKOBOI 060/0HKOO
Homep cepii | EJ8725030A Aara JiuneHb-2025 Tepmiy . YepeeHb 2027 p
BUTOTOBAEHHA npuaaTHoCT
. R . 22 cepnns 2025 p.,

Posmip cepii | 620348 TabneTok Ne cneuyudirauii FPS/STCW4JOOR-0-00 [ara aHanisy 20:54

Ne Moka3Huk Pezynbrati Cneuudpikayis

1 | 3osHiwHitt BUrNag Bini  KancynonopiBHi Tabnetky, Bini_ abo Maibke 6ini KancynonoaibHol

BKpUTI NniBkoBolo 0BONOHKOID, 3 chopmy,  TaBneTky,  BKPUTI NNIBKOBOK

TUCHEHHAM «A» 3 opHoro Goky Ta
puckolo Mk «B» i «5» 3 iHworo
Boky.

0BONOHKOI, MapKoBaHi «A» 3 0AHOro Boky
Ta niHieto Po3NoMy Mix «B» i «5» 3 iHILOro
6oky.

2 | laenTuddikauis

2.1 |MeTop TILIX QOcHOBHI nnsmMu 2| OCHOBHI  NnNAMM  Ha  XpomaTtorpami,
xpomartorpami, oTpumaHi  Ans oTpUMaHitt Ans BUNpoByBaHoTo 3paska,
BUNpoByBaHOTO PO3HUHY, NOAIGHI noBuHHI ByTW NOAIBHAMU 3@ NONOKEHHAM |
33 MONOMEHHSM | KOMbOPOM [0 | KOMBOPOM A0 OCHOBHOT  Nismu  Ha
OCHOBHOI nnAMU Ha | xpomaTorpami, oTpuUMaHin ang
XpoMatorpami, OTPUMaHI ANs | CTaHAApPTHOrO PO3UUHY.

CTaHAAPTHOrO PO3YUHY.

2.2 | Metoa BEPX OcHoBHI Niku Ha xpomatorpami, | OCHOBHI nikk Ha xpomatorpami, oTpumMaHi
oTpUMaHi 3 AOCNIMXKYBaHUM | ANA BUNPOBYBAHOTO  PO3UMHY, MOBUHH
pO3YMHOM, MatoTb TOV Camuii Hac | MaTu Tol CaMWIl Yac YTPUMYBAHHS, WO ©
YTPUMYBAHHSR, WO A OCHOBHI niky | OCHOBHI nikK Ha xpomarorpami
Ha XpomaTtorpami CTaHOapTHOTO | CTaHAAPTHOTO PO3UnHY, AKi OTPUMaHO Npu
PO3UMHY, SK OTPUMAHO 8 aHarlisi. KinbKiCHOMY BU3HAYEHHI

3 | CepenHa sara (Maca) (mr) 1461,16 1471,00Mr £ 3% (1426,87wmr - 1515,13wmr)

4 | PosunrenHn (3a BEPX)

4.1 | Amokcuumnin (C16H19N305S) 99%-cepefHe He meHwe 85% Bia 3asBneHol KinbKOCTI
97 %-MmiH. (Q)  AmoKcuuuniHy (C16H19N305S)
101 %-make. pO3UMHAETECS 38 30 XBUMUH,

4.2 | KnasynaHosa kucnota (C8HINOS) 102%-cepeaHe He  wmeHwe 80%  «inskocti  (Q)
99 %-MiH. KnasynaHosoi  kucrotu  (C8HINOS)
105 %-makc, POBYUHAETLCS 3a 30 XBUIUH,

5 | OgHopigHicTe 4O30BaHUX OAUHULL

51 |Ons AMokcuuuniny (3a Bapiauicto 1,9 He Ginsiue Hix 15

macu) MpuiimanesHe Yuciio (AV)
52 |Ona KnaeBynaHoBol KMCNOTH (3a| 13,0 He Ginblwe Hix 15
onHopigHicTio BMicTy) MpuiimasieHe
yucno (AV)

6 | KinkkicHe BusHadernHa (BEPX)
Koxna TabrnieTka Bkputa nfo MicTuTb

6.1 | AMOKCULWNIH Tpurigpat 876,19 mr 831,25Mmr - 918,75mr

eKBiBaneHTHUH Be3BoAHOMY
Amokcuuuniny (C16H19N305S)
6.2 | 3asBneHa KineKicTb 100,1% 95,0% - 105,0%

Mpumitka: CXBAJIEHO (3pasok Bianosigac HaBeAeHiw Bulle cneuudikauii)
Po3mip ynakosku: 36nicT X 51abn

NiaroToBneHo

NotHypy.CarTibaby

3aTBepAXeHo

A. Biaxav Wexap

Lata

23 cepnun 2025 p., 12:16

Data

23 cepnis 2025 p., 12:22

Hagpyxosato: A. Binxaii Lliexap

Haapykosano: 23 cepnva 2025 p., 12:24

Konis Ne: 1
Cropinka Ne: 133

Mpumitka. Liet AOKyMeHT Byno cTsopeHo B eneKTPOHHOMY BUIMAAI Ta AiicH

un 6es nianucy.

CNo: €C1800000718

dopmar Ne n/a




AYPOBIHA0 ®APMA NIMITELR

OHiT XII, Capseii N2 314, ceanuwe Bauynanni, Bauynanni Maugan Meguan Aictpikr,

Xalipapa6agp, Ulrar TeneraHa, Iugin

CEPTUDIKAT AHANI3Y
{roTOBUM NPOAYKT)

Hassa npogykry: KOAKT, Tabnetku, BKpuTi nniskosoro obonoHkoto, no 875mr/125mr, no 5 rabneTok y 6anicrepi; o 3
6nicrepu 8 KapToHHili Kopobui

KOAKT, rabnerku, skpuri

Kop tosapy | FTCWAIBA 3aranbHa HasBa R A.R. No. 12FP25001860
NAIBKOBO OGOHOHKDIO
Homep cepii | EJ8725030A Aatd Nunens-2025 Tepmin YepseHb 2027 p
BUIrOTOBNEHHR npupartHocTi

Po3amip cepii | 620348 Tabnerok

Ne creymdikauii

FPS/STCWA4JOO0R-0-00

22 2025 p.
fOarta ananisy SennHa P

20:54
6.3 [KnasynaHoBa kucnora (C8HINOS) 121,49 mr 118,75mr - 131,25mr
6.4 | 3asBneHa KinbkicTb 97.2% 95,0% - 105,0%
7 | Homiwxm (MeTon BEPX)
7.1 |Ona AMmoxcuuuniny
7.1.1 | CTopoHHs poMiwika aMokcUuMniHy | 0,068% mim He BinbLue Hix 0,8% m/m
A (6-APA)
7.1.2 | CTOpoHHA goMilka aMokeuuunidy | Hikde LOQ (0,021) He Binblue Hix 0,8% m/m
B (L-amokeunuunin)
7.1.3 | CTopoHHs AoMitka amokeuuUniHy | Hikue LOQ (0,021) He Binblwe Hix 1,0% m/m
C (Dixetoninepasuuu 1 1a 2)
7.1.4 | CTOpOHHs noMilka aMOKCULUNIRY | 0, 180% M/M He Ginbwe Hix 1,0% m/m
D (amokcuuunosa kucnora 1 1a 2)
7.1.5 | CTOpoHHA gomiluka amoxkcuumnnidy | 0,107% m/m He Binbwe Hix 0,8% m/m
E (amokcunosa kucnora 1 1a 2)
7.1.6 | Croposns pomilrka aMoxcuuuniny F | Hikae LOQ (0,024) He Binbwe Hix 0,8% m/m
(Nipasux 2- ol)
7.1.7 | CTopoHHA aomiluka amoxkcuuunivy | 0,033% m/m He 6inbwe Hix 1,0% m/m
G (PHPG amoxcuumnin)
7.1.8 | CTopoHHA gomiluka aMmokcuumnniny | Hinkde LOQ (0,025) He 6inbue Hix 0,8% m/m
H (N- nusanoin PHPG)
7.1.9. | CTopoHHs pomiwka amokeuumniny 1 | 0,055% m/m He Binbtue Hix 0,8% m/m
PHPG
7.1.10 E:TOpOZiHSI Aomiwka amokeuumnivy K | Hiskue LOQ (0,034) He Binblwe Hix 1,0% m/m
(dimer 1i 2 amokcuuunnosoi
Kucnotu)
7.1.11) CTopoHHs pomillika aMoKcLUAIHY L | Huxde LOQ (0,037) He 6inbue Hix 0,8% m/m
(6-APA amokcuuunin amig )
7.1.12] N- nisanoin aMmokcuumniu Huxue LOQ (0,052) He GinbLwe Hix 1,0% m/m
7.1.13| AMokcuumnosun aumep Huxue LOQ (0,110) He Binstue Hix 0,2% m/m
aMoKCUNoBOT KUcnoTu 1
7.1.14] AMokcULUUnoBUI oUMep Huxye LOQ (0,110) He Binbuwe Hix 0,2% m/m
. aMoKcUMoBOI kKMcnotT 2 1a 3
7.1.15| AMokcuLunoBuit AuvmMep Huxue LOQ (0,110) He Ginblue Hik 0,2% m/m
. AMOKCUNOBOI KUCNOTH 4
7.2. | CropoHHs goMmiwka amMokeuuuniny J | 0,223% m/m He Ginblue Hix 1,0% m/m

(amokeu gumep (1 i 2) Ta Tpimep
aMOKCULIMAOBOT KUCMOTH)

Npumitka: CXBAJTIEHO (3pa3sok Bi

Poamip ynakosxu: 36nict X 51a6n

AnoBsifae HaBefeHin suie cneuudikauii)

MigroTosnexo

MotHypy.CartiGaby

3arteepaxeHo

A. Bipxaii Wexap

Hata

23 cepnHs 2025 p., 12:16 [ara

23 cepnus 2025 p., 12:22

Happykosato: A. Bigxaii Wexap

HaapykosaHo: 23 cepnus 2025 p., 12:24

Konis Ne: 1
Cropinka Ne: 233

Mpumitka. Uent gokymeHT Gyno CTBOpPEHO B eNeKTpOHHOMY BUrnaAi 1a aiickuit 6es nignucy.

CNo: 1800000718

Dopmar Ne n/a




AYPOBIHAO ®APMA NNIMITEA

IOHIT X11, Capseit Ne 314, cenmnwe Bauynansi, Bauynanni Mangan Meguan Jictpiky,

Xaiigapabag, Wrar Tenerrana, IHain

CEPTU®IKAT AHAMI3Y
{roTOBUIA NPOAYKT)

Hasga npoaykry: KOAKT, TabneTku, BKpUTI NiBKoBOIO 06010HKOI0, N0 875mr/125mr, no 5 raéaerok y 6aicrepi; no 3
6aicTepy B KapTOHHIl Kopobui

Kom Tosapy | FTCWA4IBA sarabpamasea | DK TAGNCTHUWBKPMIL g o, 12FP25001860
NAIBKOBOI 060/10HKOIO
Homep cepii | EJ8725030A Asra Nunes-2025 Tepmly YepseHb 2027 p
BUrOTOB/IEHHA npuaaTHocTi
22 2025 p.,

Poamip cepii | 620348 TabneTok Ne cnieumdirauii FPS/STCW4J00R-0-00 Darta aHanisy zo‘csipnnn =D

7 3. | Ons Knasynaxarty kaniwo

7.3.1. | Domiwka #va RRT~0,32 (wono 0,02% m/m He 6inblue Hix 0,3% m/m
KNnaBynaHoBOI KUCNIOTH)

7.3.2. | Bomiwka Ha RRT~0,40 (wopno 0,02% mim He Ginble Hix 0,2% m/m
KnaBynaHoBOl KUCHOTH)

7.3.3. | Bomiwka Ha RRT~0,63 (wogzo 0,08% m/m He Ginbwe Hix 0,3% m/M
KnaByraHoBOl KUCAOTH)

7.3.4.| Aomiwka Ha RRT~0,95 (wono 0,02% m/m He Binbwe Hix 0,2% m/m

KNaBynNaHOBOI KUCNOTH)

.| lomiwka Ha RRT~1,11 (wono

KnaBynaHoBOI KUCIIOTH)

He susisneko (0)

He Binbwe Hix 0,2% m/M

7.4. | IHwWi okpeMi HEeBIAOMI CTOPOHHI 0,03% m/m He Binblue Hix 0,10% m/m
LAOMILLKK
7.5. | Ycboro cTopoHHIX AOMILOK 0,966% m/m He 6insie Hix 3,0% M/m
8 |BwmicT BOAKU 8,52% m/m He 6inblue Hix 10,0 % M/m
(3a Kapnom ®iwepom)
9 | MikpoGionoriuHa uucToTa
9.1 |3arannHa KinbKicTe aepobHuX Menwe 10 KYO/r He Ginblue 1000 KYO/r
MikpoopraHismia
9.2 | 3aranbHa KinbkicTb MeHiwe 10 KYO/r He 6inblue 100 KYO/r
ApbkaxoBux/uBinesux rpnbkis
9.3 |MesHi Mikpooprawiamu: BigcyTHi MatoTe ByTu BigcyTHI
Escherichia coli
10 | laenTudbikauin TMTaHy Aiokcuay py B3aemMoAil 3 NePEKUCOM Mpu foAasaHHi Nepexkucy BOAHIO NOBUHHO
BOAHIO 3'ABUOCSH XOBTE 3'ABNSATUCKH XOBTO-4YEPBOHE 3aBapBeHHs.
3abapBreHHn.
11 | 3anuwkoBsi poaunHHuku (Meton MX)
11.1 | MeTunenxnopua 458 MK/t He Ginbiue 600 Mkr/r
11.2 | I3onponunoeuit cnupt 908 MKr/r He 6inbwe 5000 mKkr/r

Npumitka: CXBANEHO (3pasok Binnosinae HaBefeHilt BUlLe crenudikauii)
Poamip ynakosku: 36nicT X 51abn

NigroToBnexHo

MNotHypy.Cartribaby

3arsepaKeHo

A. Bigxait Wexap

Nata

23 cepnnn 2025 p., 12:16

[ata

23 cepnusi 2025 p., 12:22

Hagpykosaro: A. Biaxai Wexap

HagpykosaHo: 23 cepnsa 2025 p., 12:24

Konis Ne: 1
CropiHka Ne: 333

MpumiTka, Liett JOKYMEHT 6yno cTBOPEHO B eneKTPOHHOMY BUFNAAI Ta AiicHnia 6e3 nignucy.

CNo: C1800000718

dopmar Ne nfa
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CERTIFICATE OF CONFORMANCE

Date: 29th AUG 20253

i Name of the product: : | KOACT Film-coated Tablets 875mg / 125 mg
2. | Importing Country * | Ukraine )
3. | Marketing Authorization No. < UA/L3907/01/01 Valid till: Unlimited

875 mg/125 mg
(Amoxicillin ~ 875 mg and Potassium Clavulanate - 125 mg)

4. | Strength / Potency

5. | Dosage Form | Film coated Tablets
| 6. Package size and Type 1 5 Tablets in a blister, 3 blisters in a carton box
(7. | Number of lot of finished product | - | EJR725030A
8. Qu:;x:.ut;,: of lot of finished " 1 41040 Packs
product in packs
9. | Date of fabrication/manufacture | © | 07/2025
10. | Expiry date ©L06/2027 :
Name & ADDRESS OF FABRICATOR(S) /MANUFACTURER(S) - MANUFACTU RING SITFE (8 )
Name ¢ 1 Aurobindo Pharma Limited Unit-XII ’
11. | Address ;| Survey Number 314, Bachubally (Village),
Quthbullapur (Mandal), R R. District,
e ' Hyderabad, Telangana State, 500090, India
12, Numbey of .Mzmu facturing | S7/RRIAP/I003/E/R
1 Authorization
13, | Results of Analysis .| Refer Attached Certificate of Analysis
14. | Comments o1 Nl

Certification Statement

I'hereby certify that the above information is authentic and accurate. This lot of product has been
fabricated / manufactured, including packaging/marking and quality control at the above mentioned sitc in
15. | full compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Signature: /\/Z/

Name : Shyam More
Position :g/A'VI?’ - Quality
Date: 2. {0‘9 /

AUROBINDO PHARMA LTD

Unit X1t - Survey No.314, Bactupally, Bachupally (Mandall, Meduhal - Makajgiri District. Telengana State, INDIA. Pin: 500 G90. Tel: + 9140 2304 5148149 Fax: + 9140 2304 4880
Corp. Off.: Galaxy, Floors: 2224, Plat No.1, Survey No.83/1, Hyderabad Knowledge City, Raidurg Panmaktha, Ranga Reddy District, Hyderabad - 600 D32, Telangana,
India. Tel: + 91 40 h&/? 500076672 1200 Fax: +81 406707 4044

woadrabindg, pom

PAN No. AABCA73B6H




AUROBINDO PHARMA LIMITED

Unit XII, Survey Number: 314,Bachupally, Bachupally Mandal

Medchal Malkajgiri District, Hyderabad India

CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)

Product Name: KOACT, film-coated tablets, 875 mg / 125 mg, 5 tablets in blister; 3 blisters in carboard hox

Product Code | FTCW4JBA Generic Name KOACT A.R. No. 12FP25001860
FILM-COATED
TABLETS
Batch No. EJ8725030A Mfg. Date Jul-2025 Exp. Date Jun-2027
Batch Size 620348 Tablets Specification No. | FPS/STCW4J00R- Analysis date Aug 22 2025
0-00 8:54PM
S. No. TEST RESULT SPECIFICATION

1 Description White colored, capsule White to off-white colored, capsule shaped,
shaped, film coated tablets film coated tablets debossed with "A" on one
debossed with "A" on one side | side and with a score line in between '6' and
and with a score line in '5' on other side.
between '6' and '5' on other
side.

2 Identification

2.1 By TLC The principal spots in the The principal spots in the chromatogram
chromatogram obtained with | obtained with the sample solution should be
the sample solution is similar | similar in position and colour to the principal
in position and colour to the spot in the chromatogram obtained with the
principal spot in the standard solution.
chromatogram obtained with
the standard solution.

2.2 By HPLC The principal peaks in the The principal peaks in the chromatogram
chromatogram obtained with | obtained with the test solution should have the
the test solution have the same retention time to that of the principal
same retention time to that of | peaks in the chromatogram of the standard
the principal peaks in the solution, as obtained in the Assay.
chromatogram of the standard
solution, as obtained in the
Assay.

3 Average weight 1461.16 mg 1471.00 mg # 3% (1426.87 mg - 1515.13 mg)

4 Dissolution (By HPLC)

4.1 Amoxicillin (C16H19N305S) 99 %-Avg Not less than 85% of the label amount (Q)
97 %-Min. Amoxicillin (C16H19N3058S) is dissolved in
101%-Max. 30 minutes.

4.2 Clavulanic acid (C8HINOS) 102%-Avg Not less than 80% of the label amount (Q)
99 %-Min. Clavulanic acid (CBHINOS) is dissolved in
105%-Max. 30 minutes.

5 Uniformity of Dosage Units

5.1 For Amoxicillin (By Mass 1.9 Not more than 156

variation) Acceptance Value (AV)
52 For Clavulanic acid (By Content | 13.0 Not more than 15
uniformity) Acceptance Value
(AV)
6 Assay (By HPLC) Each film
coated tablet contains
Remarks: APPROVED (Sample Conforms to above Specification)

Pack size : 3X§'s

Prepared By Potnuru.Sattibabu Approved By K.Vijay Sekhar
Date Aug 23 2025 12:16PM Date Aug 23 2025 12:22PM
Printed by: K.Vijay Sekhar Printed on: Aug 23 2025 12:24PM Copy No.: 1

Page No.: 10f 3

Note - This document has been generated electronically and is valid without signature.

CNo: C1800000718

Format No.n/a




AUROBINDO PHARMA LIMITED

Unit XIl, Survey Number: 314,Bachupally, Bachupally Mandal
Medchal Malkajgiri District, Hyderabad India

CERTIFICATE OF ANALYSIS

(FINISHED PRODUCT)

Product Name:

KOACT, film-coated tablets, 875 mg / 125 mg, 5 tablets in blister; 3 blisters in carboard box

Product Code | FTCW4JBA Generic Name KOACT A.R. No. 12FP25001860
FILM-COATED
TABLETS
Batch No. EJ8725030A Mfg. Date Jul-2025 Exp. Date Jun-2027
Batch Size 620348 Tablets Specification No. | FPS/STCW4JOOR- 0- | Analysis date Aug 22 2025 8:54PM
00
6.1 Amoxicillin trihydrate equivalent | 876.19 mg 831.25 mg - 918.75 mg
to anhydrous Amoxicillin
(C16H13N305S)
6.2 Labeled amount 100.1% '95.0 %-105.0 %
6.3 Clavulanic acid (C8HINO5) 121.49 mg 118.75 mg -131.25 mg
6.4 Labeled amount 97.2% 95.0 % - 105.0 %
7 Impurities (By HPLC)
7.1 For Amoxicillin
7.1.1 Amoxicillin related compound A | 0.068 % w/w Not more than 0.8% wiw
(6-APA)
712 Amoxicillin related compound B | Below LQQ(0.021) Not more than 0.8% w/w
(L-Amoxicillin)
7.1.3 Amoxicillin related compound C | Below LQQ(0.021) Not more than 1.0% wiw
(Diketopiperazines 1& 2)
'7.1.4 Amoxicillin related compound D | 0.180 % w/w Not more than 1.0% w/w
(Amoxicilloic acid 182)
715 Amoxicillin related compound E | 0.107 % wiw Not more than 0.8% w/iw
(Amoxilloic acid 1&2)
7.1.6 Amoxicillin related compound F (| Below LOQ(0.024) Not more than 0.8% w/w
Pyrazine 2 -ol)
7.4.7 Amoxicillin related compound G |0.033 % w/iw Not more than 1.0% w/w
(PHPG Amoxicillin)
7.1.8 Amoxicillin related compound H | Below LOQ(0.025) Not more than 0.8% w/w
(N- Pivaloyl PHPG)
7.1.9 Amoxicillin related compound ! [ 0.055 % wiw Not more than 0.8% w/w
(PHPG)
7.1.10 Amoxicillin related compound K | Below LOQ(0.034) Not more than 1.0% w/w
(Amoxicilloic acid dimer 182)
7.1.11 Amoxicillin related compound L | Below LOQ(0.037) Not more than 0.8% w/w
(6 - APA Amoxicillin amide)
7.1.12 N-Pivaloyl Amoxicillin Below LOQ(0.052) Not more than 1.0% wiw
143 Amoxicillin dimer Amoxicillic Below LOQ(0.110) Not more than 0.2% wiw
acid 1
7.1.14 Amoxicillin dimer Amoxicillic Below LOQ(0.110) Not more than 0.2% w/w
acid 2 and 3
7.1.15 | Amoxicillin dimer Amoxicillic Below LOQ(0.110) Not more than 0.2% wiw
acid 4

Remarks: APPROVED (Sample Conforms to above Specification)

Pack size :

3X§’s

Prepared By

Potnuru.Sattibabu

Approved By

K.Vijay Sekhar

Date

Aug 23 2025 12:16PM

Date

Aug 23 2025 12:22PM

Printed by: K.Vijay Sekhar

Printed on: Aug 23 2025 12:24PM

Copy No.: 1
Page No.: 2 of 3

Note : This document has been generated electronically and is valid without signature.

CNo: C1800000718

Format No.n/a




AUROBINDO PHARMA LIMITED

Unit XII, Survey Number: 314,Bachupally, Bachupally Mandal

Medchal Malkajgiri District, Hyderabad India

CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)

Product Name: KOACT, film-coated tablets, 875 mg/ 125 mg, 5 tablets in blister; 3 blisters in carboard box

Product Code | FTCW4JBA Generic Name KOACT A.R. No. 12FP25001860
FILM-COATED
TABLETS
Batch No. EJB725030A Mfg. Date Jul-2025 Exp. Date Jun-2027
Batch Size 620348 Tablets Specification No. | FPS/STCW4JOOR- 0- | Analysis date Aug 22 2025 8:54PM
00
7.2 Amoxicillin related compound 0.223% wiw Not more than 1.0% w/w
J (Amoxy Amoxicilloic acid
Dimer (1&2) & Trimer)
7.3 For Clavulanate Potassium
7.31 Impurity at RRT 0.32 (With 0.02 % wiw Not more than 0.3% w/w
Respect to Clavulanic Acid)
£:3 2 Impurity at RRT 0.40 (With 0.02 % wiw Not more than 0.2% w/w
Respect to Clavulanic Acid)
7.3.3 Impurity at RRT 0.63 (With 0.08 % wiw Not more than 0.3% w/w
Respect to Clavulanic Acid)
7.3.4 Impurity at RRT 0.95 (With 0.02 % wiw Not more than 0.2% w/w
Respect to Clavulanic Acid)
Td5 Impurity at RRT 1.11 (With Not detected(0) Not more than 0.2% wiw
Respect to Clavulanic Acid)
7.4 Other any Individual unknown 0.03 % wiw Not more than 0.10% w/iw
related compound
7.5 Total Related substances 0.966 % wiw Not more than 3.0% w/w
8 Water (By Karl Fischer) 8.52 % wiw Not more than 10.0% wiw
9 Microbial Contamination
9.1 Total aerobic microbial count Less than 10 CFU/g Not more than 1000 CFU/g
[TAMC]
9.2 Total combined Less than 10 CEU/g Not more than 100 CFU/g
yeasts/moulds count [TYMC]
9.3 Specified Micro-organisms: Absent Should be absent
Escherichia coli
10 Identification of colorants A yellow red colour with A yellow red colour with hydrogen peroxide
(Titanium Dioxide) hydrogen peroxide solution. solution,
11 Residual Solvents (By GO)
11.1 Methylene Chloride 458 pg/g Not more than 600 ug/g
11.2 Isopropyl alcohol 908 pg/g Not more than 5000 pg/g

Remarks: APPROVED (Sample Conforms to above Specification)
Pack size : 3X5’s

Prepared By

Potnuru.Sattibabu

Approved By

K.Vijay Sekhar

Date

Aug 23 2025 12:16PM Date

Aug 23 2025 12:22PM

Printed by: K.Vijay Sekhar

Printed on: Aug 23 2025 12:24PM

Copy No.: 1

Page No.: 3 of 3

Note : This document has been generated electronically and is valid without signature.

CNo: C1800000718

Format No.n/a
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