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1 B CERTIFICATE OF QUALITY
? CEPTU®DIKAT AKOCT! )
. N TP . Page/ Crop. 1 of/35
Product: KETOROL film coated tablets 10 mg N20 (10x2) in Country of manufacturer: India

[blisters Kpaina-supoGuux: luais
Mpoaykr: K ETOPOJI, Tabsierku, BKpUTI 0AiBKOBOIO
oboaonKoio, o 10mMr No26 (10x2) B Gaicrepi

[ film coated tablet contains: Ketarolac Tromethamine 10 mg
I TaGierica. BRPUTA MIIBKOBOIO 000IOHKOI6, MICTHTS
K€Topoaaky Tpomeraminy 10 mr

Batch / Cepia No: B2303847 Batch Quantity / O6*em naprii: 86337 Packs / 86337
B | NAKOBOK ) o

Analytical Report / AnaniTuunnit 3pir Ne: 2002F P23002686 Date of Analysis / JaTa nocaipenns: 22-] 1-2023

Date of Manufacture / lara BHpoGHuUTRA; |[/2023 Date of Expiry / Tepmin npugatnocri: 1072026
|Registration certificate / Peecrpauiiine nocsinuennn Nes Valid till / Diitcue g0z unlimited / HeOOMeKe i
UA/2566/02/01 | ) o
1Order of MOH No: Ne1820 from 16.08.2019 / Hawas MO3 Yipaiuu Nel820 sin 16.08.2019

Mize and type of the package / Posmip ra Tun NAaKyBaHHY: Alu-Alu blister of 10 tablets; 2 blisters per carton labeled in

Ukrainian and English /

no 10 rabnerow y ATOMiHIR-aominicsomy {Alu-Alu)
Oarietepi; mo 2 Gaierepu.y movni 3 MOPKYBAITH M

| e e —AYEDATICHKOIO T2 aHMHHCLKOIO MOBAMI
Name, address and numbers of the licenses of manufacture and Dy, Reddy's Laboratories Ltd., FTO - 11
quality control / Ha¥WimenyBanus, aapeca Ta HOMep ninensit Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bach upally
|BHDOOHHKS Ta KOHTPOJIIO SIKOCTI: Village, Bachupally Mandal, Medchal Malkajgiri District -
300090, Telangana State, India, Ne 63/RR/AP/96/E/R

-p Peai’c JlaGopatopic Jitn, ®TO — I, Hinsuuun Ne 42p.
43, 44p, 45p, 46p, 53, 54, 83 c. bauynani, Bauynaai Mangan.
oKpyr Meauan Mankaliripi - 500090, wrar Tenanraua, luain,
. Mlivensia Ne 63/RR/AP/96/F/R

No Test / Tecr Result / Pesyanrar Specification / Cneundixanisn

1. IDescription / Onwc IGreen colored, round biconvex, film- IGreen colored, round biconvex, film-coated tablets
icoated tablets with monogram “S” on one. with monogram “S> on one side and smooth on the
side and smooth of the other / Tabnerku. jother / Tabnerwcu Kpyrai, asoonyxni, [MOKPHT]
KDYTRE, RBOONYKM, MOKPHTI NAIBKOROIO [UHBKOBOIO  OBONOHKOIO  3eeHOro KONbopy, 3
loBonoHKOI0  3eseroro KOMbOPY, 3 [MOHOIpamoi «S» 3 onHiET CTOPOHKM Ta ranki 3 iuwe
[MOHOrPaMolo «S» 3 oamiei cTopouu. ta
e - JPHADKE 3 iHIIOT . i .
identification / Inentndikayis {Comiplies / Bianosinae Retention times of the peaks of ketorolac and internal
Standard in. the chromatogram obtained for assay
should coincide with the retention times of the peaks
f  ketorolac and internal standard in the
chromatogram of the reference solution /' Yac
YTPUMaHHA niKiB KeTopoiaky Ta BHYTPILIHEOFO
[CTaHDapTy  Ha  Xpomartorpawmi BunpobyeraHoro
PO3UHHY, OTPAMAHOTO NIPH KiAbKICHOMY BHIHAYEeHHI,|
MOBAHCH CMIBNAKATH 3 4aCOM YTPUMAHHS fiKip
KETOPONAaKY Ta BHYTPILHBOIO CTAHAApPTY Ha
XPOMaTOrpaMi CTaHaapTHOrO PO3IUKMHY

b |

1820 mm £0.20 mm (8.00 mm — §.40 mm) /
8.20 mm £0.20 Mt (8.00 Mm — 8.40 MM)

wﬂ(_?}-?{) min) /
Wi 3770 Mm)

. IDiameter of the tablet /
__|Hliamerp Tabneriy

4. [Thickness of the tablet /
TosivHa Tabnerxu

o |

| Remarks: The product confirms to above specifications

tIpumitka: Ipoayxr sianosinac BHLCIa3HAYEHIH cneundikamii -
T'ested by / Tectygas: Document Checked by / Hepesipu§;
D. Latha / Quality control — Team Member lA. Susmitha / Quality control — TeR

[%{’/ Member | Cg“‘

Sign & Date / [Tianwc/ ara: 32-113025 Sign & Date / iannc/Matar 23-11-3003

Dxaeti ES ﬁf UX,04 dif [




CERTIFICATE OF QUALITY
CEPTU®DIKAT SIKOCTI

_ Dr.Reddy’s Q3¢

Product: KETOROL film coated tablets 10 mg N20 (10x2) in
blisters

Uipoayer: KETOPQ.I, TAONeTKH, BKPUTI IV1IBKOBOIO
060.10HK010, 0 10Mr Ne2( (10%2) B GuiicTepi

I fitm coated tablet contains: Ketorolac Tromethaming 10 mig
| YabfieTka, BKPHTA NHIBKOBOLG 0GOJIOHK OO, MICTHTE
K€Topogaky Tpomeraminy 10 mr

o Page/ Crop.2of /18
Country of manufacturer: India | |
KpaTva-supobunx: Inain

Batch / Cepin Ne: B2303847

| Batch dﬁan{ity f OG‘EM napril; 86337 Paé#s?SGjS?

[YIaKoBOK

Analytical Report / AHATITHYHA 3siT Ne: 2002FP23002686

Date of Analysi.s.x‘ Aata pocaimxenns: 22-11-2023

iDate of Manufacture / Jata supobuuursa; 11/2023

Date of Expiry / Tepmiu npuaarnocri: 10/2026

|Registration certificate / Pecerpaniiine nocpiguenss No:
1UA/2566/02/01

Valid till / iitcHe xo: unlimited / neoGmexeH uii

Order of MOH No: Ne1820 from 16.08.2019/ Hakazs MO3 Yxpainn Ne1820 sin 16.08.2010

Size and type of the package / Posmip Ta THN nakysanun:

Alu-Alu blister of 10 tablets; 2 blisters per carton Iabeled in
Ukrainian and English /

no 19 TabsieTok y antominili-anroMinicsomy (Alu=Alu)
GaicTepi; no 2 Gnicrepu y nayni 3 MapxyBaHusm
YKPAIHCLKOIO Ta aHCNiHeLK0I0 MOBAMH

Name, address and numbers of the licenses of manufacture and
quality control/ HakimenyBpanms, aapeca Ta HoMep AiueHsit
BHPODHHKA Ta KOHTPOIO AKOCTI;

VIinensin Ne 63/RR/AP/96/F/R

Dr. Reddy's Laboratories Ltd., FTO - II ;
Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally|
Village, Bachupally Mandal, Medchal Malkajgiri Distriet -
508090, Telangana State, | ndia, No 63/RR/AP/96/F/R

/I-p Peani’c JlaGoparopie Jita, ®TO - 11, HinbHuus Ne 42p,|
43, 44p, 45p, 46p, 53, 54, 83 c. bauynani, Bauynani Mamaasn,
oKpyr Meguan Mankaiiripi - 500090, utar Tesnau rana, tunis,

5. Averagé Weight / Cepennis
Maca TabneTku

187.8 mg / 187.8 mr

191.0 mg £3.0% (185.2 mg - 196.7 mg) /
[91.0 Mr +3.0%: (185.2 Mr — 196.7 M)

6. [Hardness / Trepaicts (5.3 Kp

Not less than 3.0 Kp / He mentie 3.0 Kp'

7. (Water / Bona 4.3 %

Not more than 8.5% / He 6inbute 8.5%

8. |Disintegration time /
Po3nasanns

05 Minutes 28 seconds /
05xB. 28 cex.

Not more than 30 minutes / He6ijibtue 30 XBUIUY

9. [Uniformity of weight / ) -Cempliesf Binnosizae

OnHOPIAHICTS Macy

When weighing of 20 tablets, not more than 2 tablets
may differ from the average weight by more than
7.5% w/w and no on¢ tablet should be differ by more
| Elitll 15.0% w/w / [pu 3Baxysayui 20 TalneTox, He

Oinble 2-x Tabnerox MOKYTb BIAPISHATHCS Bij
feepennsol macu Ginswie Hix Ha 7.5%. /8 Ta xonra
[rabrnerka. we Mae BiApIZHATHCA OiNbINE Hi>k Ha
+15.0% n/B

Uniformity of dosage units /
OnsopinnieTs no3osakmx
OAMHULD

10,

AY <150

| Remarks: The product confirms to above specifications
[Hpumirka: [Ipoaykr Binnosinae sresaz Haueni cnetudikauit

{Tested by / TecTygag:
1D. Latha / Quality control — Team Member

L}Z@&-—ﬂ‘ Meinber @

Document Checked by / Teperipu .
A. Susmitha / Quality control — Tel

Lagocri-iv’a ra Mocaa;
Fuality Assurance - Team

Sign & Date / ni,EI,HIHCf",ZiE.?]..;FB.I 251 [-2023




CERTIFICATE OF QUALITY
~ CEPTU®IKAT SIKOCTI

B 1 X

Pige / Crop. 3of /3§

[Product: KETOROL film coated tablets 10 mg N20 (10x2) in
blisters

Hpoaykr: KETOPOU, Tabaetiu, BRpUTi NiiBKoBoio
00010HKO0, No 10Mmr Ne2((10x2) B GaicTepi -

| film coated tablet contains: Ketorolac Tromethamine 10 mg
I Ta0jieTKa, BKPUTA NIBKOBO0 000/10HKOK, MICTUTH
KeToponary rpomeraminy 10 mr

Country of manufacturer: India
Kpaina-pupotuui: ITnais

Batch / Cepin Ne: B2303847

BatchQnantlt} / {jﬁ’.fﬂffﬂ I“.féllp'i‘i'f: 86337 Packﬂ78633'?
[YIAKOBOK

;‘analytiéai Report/ Auaairuanuii ssit Ne: 2002FP23002686

Date of Analysis / Jdata ﬂnminmeﬂﬂﬂ: 22-11-2023

Date of Manufacture / lata BupoSuuurna: 11/2023

Date of Expiry / Tepmis npugatruocti: 10/2026

Registration certificate / Peectpauiifine nocpinuenns No:
1UA/2566/02/01

Valid till / Jiiicue no: unlimited / neo6menennii

{0rder of MOH No: Nel820 from 16.08.2019 / Hakas MO3 Yxpainu Ne1820 sin 16.08.2019

Size and type of the package / Po3mip ta Tun NAKYBAHHS:

Alu-Alu biister of 10 tablets: 2 blisters per carton laheled in

Ukrainian and English /

o [ TadneTor y ajuominiii-aa IOMILCBOMY (Alu-Alu)

fstictepi; no 2 Bnicrepy y mav 3 MAPKYBAH sV
KPalBeLKOW0 T4 3HIIHICLKOI0 MOBAMI

Name, address and numbers of the licenses of manufacture and
quality control / Haiimenyranns, ajpeca Ta HoMep aiuexsii
BHPODHUKA Ta KOHTPOIIO AKOCTI?

Dr. Reddy’s Laboratories Ltd., FTO - |1
Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Baclhupaliy|
Village, Bachupsally Mandal, Medchal Malkajgiri District -
SO0090, Telangana State, India, Ne 63/RR/IAP/Y6/ETR |
I-p Penai'e Maboparopic Ata, ®TO — 11, Hissaus Ne 2,
43, 44p, 45p, 46, 53, 54, 83 ¢. Bauynani, Bay vt Mawpgag
opyr Mexuan Manwaiiripi - 500090, nrrat Teaanrana, liain,
'J'[iuemin No 63/RR/APOG/F/R

contains: Ketoralac
Tromethamine (Calculated as
CisHENO; . CiH(iNO;) / |
JKIIbKICHE BUIHAYEHHEA KOXKHA
rabneTka MiCTUTL: KeToponaky
{TPOMETaMINY

{(po3paxosyeThca Ha
CisHiaNO3.CaH i NOs)

1 11 |Dissoiution (Calculated as 8%, FT%, 97%, 96%, 96%, 96% ot less than 75 % (Q) of labeled amount of
CisHiNOs.C4HiiNOs) / Ketoralac tromethamine is dissolved in 45. minutes /
Pozunnenus (pospaxosyerses He wmentie 75% (Q)F uomivansnol winwkocril
Ha CisHiaNO3. CyH NO3) KETOPONAKY TPOMETAMIHY POIIHIACTHLCS H{ APOTS3)

K5 xaunun |
12, JAssay Each film coated tablet [9.97 mg /9.97 mr At release: Not less than 9.50 mg and not more than|

10.50 mg /

Ha mement miniyeky: He stenmre 9.50 mr 1 HE
Biaste 1050 mr

For shelf life: Not fess than 9.00 me und not maore
than | 1.00mg /

Ha nporasi répminy npenaruoct: He MeH1te 9,00 vr
{ra 1te Sinnte 11.00 mr

1 Remarks: The product confirms to above specifications
NMpumirica: [poaykr sianoinac sutesasHavenif creund i kauii

[Tested by / Tectygas:
D. Latha / Quality control — Team Member

¥ Member
'HH_ e @—'

Document Checked by / ITepesip
A. Susmitha / Quality control —

g de Name and Position /
gesesxocTti IMm’a Ta [Mocapa:
e LRuality Asstrance ~ Team

Sign & Date / [iannc/data: 22-11-2023




CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTI

Y S
~ Dr.Reddy’s ‘;.

| I*’a‘gg{_{ “ropy. 4-0f/38

Product: KETOROL film ceated tablets 10 mg N20 (10x2) in
blisters.

Mpogywr: KETOPOJ, Tabnerku, BKPUTI BAIBKOBOK
0000HKOW, 10 10M1 Ne20 (10x2) 8 Gaicrepi B

| film coated tablet contains: Ketorolac Tromethamine [0 mg
I raguierica, BKpUTE NAIBKOBOIO 060/IOHKOI0, MICTHTD
KeToponarky Tpomeraminy 10 mr

Country of manufacturer: India
Kpaitna-snpobunxk: Inais

Batch / Cepin Ne: B2303847

_[YHAKOBOK

Batch Quanttt}’ /06 em ﬁap'ri’i’: 86337 Packs 73633?

{Analytical Report/ Ananituusuit 3oir No: 2002FP23003686

Date of Analysis / /laTa ﬁacuiameuuﬂ: 22-1 l—§023

Date of Manufacture / 1ata supobunurrsa: t 1/2023

Date of Expiry / Tepmin npuaarioeri; 10/2006

|Registration certificate / Peccrpauiiiue nocaiguenHs Ne:
UA/2566/02/01

Valid till / Ziitcne no: unlimited / Heofmexennit

[Order of MOH No: Ne1820 from 16.08.2019 / Hakaz MO3 Ykpainu Ne1820 sin 16,08.2019

Size and type of the package / Po3mip Ta run nakysanms:

Alu-Alu blister of 10 tablets; 2 blisters per ¢carton labeled in
Ukrainian and English /

1o 10 Tadacror y ameminiii-asuominicsomy {Alu-Alu)
Gaicrepl; o 2 Guicrepu y vauwi 3 Maprysaisy
YRPATHCHROIO 13 AHIVHITCLKDIO MOBAMN

Name, address and numbers of the licenses of manufacture and
quality control / HajfimenyBanus, aapeca ra Homep aiuensiy
BHPOGHHKA T4 KOHTPOIO SIKOCTI:

Dr. Reddy’s Lahoratories Ltd., FTO - (I
stirvey No: 42p, 43, 44, 45p, 46p, 53, 54 & 83, Bachupaliy
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, No 63/RR/AP/OG/F/R:

Iiap Penni'e Jaboparopic Jra, OTO - 11, diseeing No 2,
43, 4dp, 45p, 46p, 53, 54, 83 c. Bawynani, Gauypani Mﬂl‘iﬂzaﬂ,1
orpyr Meauas Maaaitripi - 500090, imirat Teaanrana, s,
JIRteHzisn No 63/RIVVAP/O6/F/R

13. [Chromatographic purity /
Xpomarorpadiuna yucToTa

a} Ketorolac {-keto analog /
KETOPO/aK 1 -KeTo aranor

b) Ketorolac I-hydroxy analog
/ keToposak 1-rigpokcu ananor
¢} Highest individual Impurity
{ naiGinpwa iHguBigyansua
JOMILIKa

d) Total impurities / Cyma
NOMILIOK

0.02%

Not-detected / ¥e susnadeia
10.04%

0.1%.

a) Not more than 0.5% / ue Sinsie 0.5%

b) Not mote than 0.1%/ ue invime 0.1%

) Not more than 0.5%/ re 6inbiue 0.5%

i} Not more than 1.0%/ ne 6inbe 1.0%.

Microbiological purity
MikpobGionoriuna yneToTa
Totdl Aerobic Microbial Couni
ATAMC) / 3aranpua kinscicTs
aepobxux Mixpooprauizmip
(TAMC)

Total Yeast and Mold Count
KTYMC) / 3aransHa kinbkicTh
IPDKAKOBHX | micHaBux|
rpubis (TYMOC)
Escherichia coli

14

Less than 10 CFU/g
/ Menure qix 10 KYO/e

Less than 10 CFU/g/
Mesniue uixe 10 KYQ/r

Absént in ! g/ BigcyTi

%P1 / Bineyrsip It -5

Remarks: The praduct confirms to above specifications
 Hpumirka: [Mpoaykr signosinac suiiezasnavesiii cneundikaui’

Tested by / Tectysas:
1D. Latha / Quality control — Team Member

;/

Document Checked by / [Mepesips :: i

Sigﬁ & Date /T Ehnncfﬂ.’a’ra:_ﬂ»—l 1-2023




e CERTIFICATE OF QUALITY
dy’s ‘;l CEPTUDIKAT SKOCTI | _
A LAy Peage 7 Crop. Sof 735
'?’ﬁuct:_.KETUKOL film cdated tablets 16 mg N20 (10x2) in Country of manufacturer: India

Iblisters Kpaiva-supotuui: Iuain
(Hpoayet: KETOPOJ, TabeTKH, BRPUTI NIIBKOBOIO
10000uK00, Mo 10mr Ne2( (10x2) & gnicrepi

I film coated tablet contains: Ketorolac Tromethaming 10 mg.
I Tabrerka, RRPUTA MIBKOBOID 000/ I01IK010, MICTHTSL
KETOpOAAKY TpomeTaminy 10 mr

Batch / Cepia No: B2303847 Batch Quantity / O6°em naprit: 86337 Packs / 86337
. » ¥ 1AKOBOK L o
Analytical Report / AuaniTuuauii 3giT Ne: 2002FP230602686  |Date of Analysis / Jata nocaimrennn; 22-11-20723
Date of Manufacture / DaTa BupoGuuursa: 11/2023 Date of Expiry / Tepmiu npupathoeTi: 10/2026
Registration certificate / Peccrpaniiine nocsiguenns No: Valid till / Qificne ao: unlimited / HeoBMeseH
UA/2566/02/01 | . 3 o
Order of MOH No: Nel820 from 16.08.2019 { Hakas MO3 Ykpatun Ne1820 Bia 16.08.2019
Size and type of the package / Poamip Ta Tun naxysaunns: Alu-Alu blister of 10 tablets; 2 blisters per carton labeled in

Ukrainian and English /
no 10 rabaerok y AJIOMIiHili-anoMilieROMY (Alu-Aly)
Gaicrepi; no 2 6aicrepy y nauni 3 MADKYBAHHSM

|YKPATHCLKOH Ta aHJHICLKOK MOBAMH

Nﬁme, address .an-d--ﬁuﬁiber.é of thé ticenses {}f manufac.t.u're and (Dr. Reddy's Laboratories ptd., FTO - I}
quality control / Halimenygpanua, aapeca Ta HOMep JHLCH3IT Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupaliy

500090, Telangana State, India, No 63/RR/AP/96/F/R

A-p Peaai’c JlaGoparopic Jra, OTO - I, Aineunus Na 42p,
43, 44p, 45p, 46p, 53, 54, 83 c. bauynani, Bauynani Mangaa,
[Pxpyr Meauan Mankaitripi - 560090, wrar Tenanra Ha, Inain,

BUDOOHHKA TA KOHTPOJIIO SIKOCTI: Village, Bachupally Mandal, Medchal Maikajgiri District. .|

Mlinensin Ne 63/RR/AP/96/F/R

Declaration of cerfification: ] hereby certify that the above.information is authentic and accurate. This. batch of product has been
manutactured, including packaging/labéi}ing and quality control at the above mentioned ‘site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country or
product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed
and-found to be in compliance with GMP.”

Hexnapanis mpo - ceprudicauino: “Lum 3ACRINYYIO, WO BHLUEAMKIATEHA iHopMalia cnpasxus i Toyua. Ha cepis npoaysry 6yna
BUTOTOB/CHA, BKMOMAIOUM YNAKOBKY/MapKyBaKHi Ta NEPEBIPKY AKOCTI HA BUlfie 3ranaHomy calti {(ax) y nosuiii Bignosinnocti 1

BumoramMy GMP micuesoro Peryasropuoi oprany i sinnosinxo Do celMpiKalii, mo MicTIThes B peceTPAL HHOMY nocse / Toprosiit

JIten3il  kpaiHu-iMnopTepa a6o Y BoCke crienudikauii npoaykry ans ROCHIAXKYBAHUX JTIKAPCHKUX 3aC06iB. AokyMeHTH 10 06pobui;.

YRaxkoBUI Ta aHanizy 6yau NEPETNAHYTI Ta BCTAHOB/IEHO BiANOBIAHICTLE GMP.”

| Remarks: The product confirms to above specifications

| Hpumitka: Ipoayvkr Bignosinae BHUle3a3Ha4Yenii cnieundikauis _
|Tested by / Tecrymas: Document Checked by / [leperipiny
D. Latha / Quality control — Team Member A, Susmitha / %’éuaiity control — Te!

Merber

Sig.ﬁ.. & Date / l‘[iﬂnncx’ﬂé’fﬁ: 22112023 Sign & Date / Hiﬂnuéz’ﬂaﬁt 22-11-202

-




