Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Mpoayxr: Keropon® Scnpece (keToposiak) TabieTky, AHCTIEPrUpYEMbIe B OJIOCTH pra, 10 Mr
Batch No / : V2400808 Batch Quantity / + 3600000 tab /
Cepusn Ne O0beM cepHU 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.052024 |
AnajuTHyecknif oryer Ne JaTta anannsa ]
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026 '
JlaTa opon3BoAcTBa I'open po

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Pagelof8/Crp.1 u3 8

No

side. / Kpyrnele, rmnockue
Tabnerku c ¢ackoil, cBero-
HENTOrO 1BETa € TPaBUPOBKOH
«» Ha OJIHOH CTOpPOHE.

* Test / [TokasaTens Results / Pezynbratel Specification / Hopma
1 Description / Onucauue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|' debossed on one side. /

Kpyrnsle, nnockye TabneTku ¢ Hackoi,
CBETJIO-KE/ITOrO LBETa C IPaBUPOBKOH
«l» Ha oJHOM CTOPOHE.

2 Identification / [ToqnTHMHHOCTH

Ketorolac / Kemoponax

a) ByuUv/

V@-cnexrpodoToMeTpus

Complies / COOTBEICTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTps
MOIJIOLIEHHs MCIIBITYEMOT0 PACTBOPA U
pacTsopa  cTaHmapTHoro  obpasua
KETOpONaka TPOMETaMHMHA  JOJDKHBI
HMMeTh MaKCHMYMEI IIDH OHOM U TOM XKe
IIAHE BOJHEI (+ 2 HM).

Remarks: The Product conforms to ND/
TIpuMeuanue: IIPOAYKT COOTBETCTBYET Tpebopanuam H/L

Conclusion: APPROVED /
Jaxmouenne: UJULPEHU

JHata: 21.05.2024

Hara: 21.05.2024

Prepared by / _ Checked by / Approved by: Managey/Executive /
IToproroeneno: Rama Kant [posepeHo: Pardeep Kumar | Opobpeno: Menemkep / PykoBoauTens

W Abhishek Chauhan /{
Reprint Date/ ' Reprint Date / Reprint Date / SR

Hara; 21.05.2024

sesesdiredalyscon




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

O Reddy's Lahoratories (1¢
Formulation Unit-g

Wil Khaol, Malararh Road, Badd)
Dt Sofan, M, 2

Tl -G 1 BE166 5600102

CEPTUDPUKAT AHAJITM3A

warwGrraddysicom

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropon® Skenpece (ketoponak) TabneTkH, Aucneprupyembie B ojiocty pra, 10 mr

Batch No / : V2400808 Batch Quantity / : 3600000 tab /
Cepnn Ne O6Bem cepHH 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
Anajnurnycckuii order Ne HJara anayimnza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JdaTa npoH3BoACTBA Tonen oo

Analysis performed according ND / Ananuz nposenen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of8/Crp.2 u3 8

No

N Test / IlokazaTens

Results / Pe3ynbTarsl

Specification / Hopma

b) By HPLC / BIKX

Complies / CooTBETCTBYET

The retention time of the main peak on
the chromatogram of test solution
should correspond (0 that on  lhe
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa  yaepkuMBaBUA
OCHOBHOTO MHKa Ha XpPOMaTorpamme
UCILITYEMOTO  PacTsopa  JIOJIXKHO
COOTBETCTBOBATh BpPEMEHH
YIEPXKHBAHWSL OCHOBHOIO NHWKa Ha
XpOMaTorpammMe pacTBOpa
CTAaHZAPTHOrO ofpa3ua KeTopoJyiaka
TPOMETaMUHA (paszzmen
«KOJIH4eCTBEHHOE OTIPE/ICACHHEY).

Remarks: The Product conforms to ND/

INpumeuanue: [poaykT cooTBeTcTRYET TpeboBanuam HJI

Conclusion: APPROVED /
3akawyenue: OJIOGPEHO

Hara: 21.05.2024

Jlarta: 21.05.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotosnaeno: Rama Kant TIposepeno: Pardeep Kumar | Omo6peno: Menemxep/ Pykqeonurens
' ] Abhishek Chauhan
e =
Reprint Date / Reprint Date / Reprint Date /

Jlata: 21.05.2024
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Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUGHUKAT AHAJIVI3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoxyxt: Keropon™ Dkenpece (ketoposak) TaGneTkH, ANCIEprupyeMsie B M0N0CTH pra, 10 mr

Batch No / : V2400808 Batch Quantity / : 3600000 tab /
Cepuis No Ob6bem cepun 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
AuanuTHYECKHiT oTyeT Ne Jlara aHaH3a

Date of Manufacture / 3 04/2024 Date of Expiry / + 03/2026
JlaTa npoM3BOACTBA Tonen no

Analysis performed according ND / Ananu3z nposexen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3of 8/Crp.3 uz 8

Jllo Test / [TokasaTens Results / Pe3yabTaTsl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HopnHHOCTD butylhydroxyanisole peaks on the
Oy THJIrMAPOKCHAHH3O0JI chromatogram of the test solution

should correspond by the retention times
to  2-butylhydroxyanisole and = 3-

butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution

("Butylhydroxyanisole content"

section). / BpemeHa yaepXMBaHUA
OUKOB  2-OYTHITHAPOKCUAHH30Jd H
3-8y THITHAPOKCHAHHU301a Ha
XpOMaTOrpamMMe KCIIBITYEMOTO
pacTBopa HOJKHBI COOTBETCTBOBAThH
BpEMEHaM  YAEPXXHMBaHHUA NHKOB
2-6yTUNTUAPOKCHAHU301a H
3-6yTHIrMApPOKCHAaHH30]a Ha
XpoMmarorpaMme pacTBopa
CTaHAAPTHOTO obpazna
OyTUITHAPOKCHAHU30M1a (pazmen
«Copepxanue

Gy TUIrHIPOKCHAHH30MaY).

4 Average weight / Cpegusas
Macca

68.6 mg / 68.6 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr 10 72,8 mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/

[Tpumeuanve; [lponykT coorsercTByeT Tpebosanuam Hl|

Conclusion: APPROVED /
Baxaiouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

) iP/mBonmns

.U.

Reprint Date /
Hara: 21.05.2024

Reprint Date /
Jara: 21.05.2024

Reprint Date /
Jara: 21.05.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npozyxr: Keropon* Skenpece (ketoponiak) TabieTkn, ANCIEpripyeMbie B NOAOCTH pTa, 10 mr

{Batch No / : V2400808 Batch Quantity / : 3600000 tab /
{Cepna Ne Ofbem cepun 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
|AnanuTHyeckuii oruer Ne Jara anpanuza
Date of Manufacture / -+ 04/2024 Date of Expiry / : 03/2026
JaTa npoH3BOICTBA I'onen no

Analysis performed according ND / Anamu3s nposeaen no HJL:
JII-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Paged of 8 /C1p. 4 u3 8

;:ho Test / [TokasaTenr Results / PesyneTaTsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOPOIHOCTH MACChl 2/20 tablets - not more than £ 20 % /

18/20 1abuerok — ue Gouee =10 %
2/20 Tabnerok — He Gonee + 20 %

5 Disintegration time / 00 min 19 sec / 00 mua 19 cex Not more than 3 min / He 6onee 3 Mmun
Pacnagaemocte

6 Dissolution / PacTBopenue Unit-1 / Ta6bn-1 102% Not less than 75% (Q) of

" C15H13NO3°C4H) 1 NO3 (ketorolac
Unit-2 / Tabn=2 99% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 98% 75% (Q)  CisHisNO3+CsHi(NO;3

] ) N (keToponaka  TPOMETaMHH)  uepe3
Unit-4 / Tab-4 98% | 15 us
Unit-5 / Ta6n-5 96%

Unit-6 / Tabn-6 96%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JIMcnepcHOCTD 710 pm sieve is formed. / Opasyercs
ONHOpOJHAs CYCIEH3WsA, NpoXonAmas
CKBO3b CHTO C DPa3sMeEpPOM OTBEPCTUH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IIpumeyanne: [IpOAYKT COOTBETCTBYET TpeGoranuaM HJT Baxmoyenne: OJIOBPEHO

Prepared by / 1 Checked by / Approved by: Managef/Executive /

Toaroroeneno: Rama Kant I[IposepeHo: Pardeep Kumar | Omo6peno: Menemxgp / Pykosonuresis

Abhishek Chauhan
Reprint Date / ’ Reprint Date / Reprint Date /
Jara: 21.05.2024 _ Hara: 21.05.2024 Jara: 21.05.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dicnpecce (keroponak) TabAETKH, AMCNIEPrHPYEMbIC B TI0JIOCTH PT4, 10 mr

Batch No / : V2400808 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / :+ 040002527608 Date of Analysis/ : 21.05.2024
AnanuTH4eckiii oryer No Jara anpaansa

Date of Manufacture /  04/2024 Date of Expiry / : 03/2026
JaTa npoM3BOACTBA I'ogen xo

Analysis performed according ND / Auanmu3 nposexen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 5 of 8/ Cip. S nz 8

8 Related impurities / PoacTBeHHbIC npUMeEcH

ketorolac 1-hydroxy analog /
1-rugpokcua”anor
KeTOpoaKa

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Hinke npeaena KoTHYECTBCHHOTO
onpeacnenus ([TKO = 0.0032 %)

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.8 % / He 6onee 0,8 %

1-xeToaHanor keTopoaaka 0.06 %
Any unidentified inipurity / Not more than 0.5 % / He 6oxnee 0,5 %
eAMHUYHAT
HeHIeHTUGUIMpPOBaHHAA 0.02 %
NpHMeECh
Total impurities / 0.1% Not more than 1.0 % / He Gonee 1,0 %
CyMMa npumeceit
9 Water / Boga 22% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTounble opranyiecKue pacTBOpHTEH

Isopropyl alcohol /
HzonponaHon

35 pg/tab/
35 MKr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 MKr B TabneTke

Remarks: The Product conforms to ND/

IMpumeuanne: [IpoayKT cooTeTcTByeT Tpebosanuam HJL

Conclusion: APPROVED /
3axnouenne: OIOBPEHO

Jlara: 21.05.2024

Hara: 21.05.2024

Prepared by / Checked by / Approved by: Manager/Executive /

ToaroTosneHo: a Kant IMposepeno: Pardeep Kumar | Oaobpeno: Meueprep// Pykopoauteis
Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 21.05.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTHU3A

Cir, Reddy’s Laborstoiiss L

Formulation Unit

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropon™ Skenpece (keroposnak) TabneTku, ucneprupyembie B Moj10cTy pra, 10 mr

Batch No / : V2400808 Batch Quantity / :+ 3600000 tab /
Cepusi Ne O0Bbem cepHu 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
AHaaHTHYECKHH 0TYeT Ne Jara anasiuza

Date of Manufacture / ¢ 04/2024 Date of Expiry / : 03/2026
JlaTa NpOH3BOJCTEA Topen a0

Analysis performed according ND / Ananus nposenes no HJI:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Cip. 6 3 8

11 | Microbial enumeration tests / Muxpobuosornyeckas yucrora®

a) Total Aerobic Microbial
Count / O6wee yucno
aApPOBHKIX MUKPO-
OpraHU3MOB

Less than 10 CFU/g /
Mesnee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / O6uiee
YHCIIO APOXKIKEBEIX H
IUIECHEBLIX TPHOOB

Less-than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) Escherichia Coli

Absentin 1 gram /
OtcyrcTByeT B 1 T

Shell be absent in 1 gram /
OtcyrcrBue B 1 ©

12 | Uniformity of dosage units/ - 6.4 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / Ipuemounoe 3xauenue (AV) He
NO3HPOBAHMA Gonee 15,0.

13 | Assay/KoandecrBeHHoe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpeneneHge (99.5 %) C15sH13NO3+C4H; 1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 11,0mr  CisHisNO3+CH 1NO3
(keToponaka TpoMeraMut) (ot 90,0 nmo
110,0 % oT 3aABJIEHHOr0 KOJIHYECTBA) B
TabneTke

14 | Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab /

content / ConepkaHue
6yTHArHAPOKCHAHH30N1A

0.0934 Mr B TabneTke

He Menee 0,042 Mr B TableTke

Remarks: The Product conforms to ND/

Tlpumeyanue: [Ipoaykt coorBeTcTBYeT TpebopanuaM H]L

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Prepared by / _ Checked by / Approved by: Manager/Bxecutive /

Ioarorosneno: Rama Kapnt I[Iposepeno: Pardeep Kumar | OnoGpeno: Menemice VKOBOIWTEIE
‘ @x\d}/ Abhishek Chauhan /?B

Reprint Date / v Reprint Date / Reprint Date /

Jara: 21.05.2024 Jara: 21.05.2024 Jara: 21.05.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon™ Sxenpece (keToponak) TabnetkH, ARCEprupyemMble B M0J10OCTH PTa, 10 Mr

: 3600000 tab /

Batch No / : V2400808 Batch Quantity /

Ceprs Ne O0BbeM cepuH 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
AnaJHTHYCCKHHA 0TIeT No JlaTa aHaIH32

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa MPOH3BOJACTBA T'opeH oo

Analysis performed according ND / Ananus nposenen no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page7of 8/ Crp. 7 u3 8

15 Package / YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6nucrepe u3z (IA/AJVIID c
paaronornoturenem/I[19BIT)

donsru // (I3/AJ1) ¢onsru. Io
2 6nacTepa ¢ WHCTPYKLWMeEH IO
TIPHMEHEHHUIO B nayky

KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
Tabnerok B 6nmcrepe u3 (IMA/AJI/IIS ¢
pnaronoriotutenem/[I9BIT) donsru //
(T13/AJT) donsru. ITo 1 1w 2 6nucrepa
C VHCTPYKUMER OO IPHMCHEHUIO B
NayKy KapTOHHYIO.

16 | Labeling/ Mapkuposka

According to ND / B cootBerctBuu ¢ HJ{

XpaHeHue

17 | Storage conditions/

Below 25 °C. / Tlpu Temneparype He Bbinie 25 °C.

18 | Shelf life / Cpok rogHocTH

2 years / 2 rona

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier.
* TIpH BbINYCKE JIEKAPCTBEHHOI0 NPENapaTa KOHTPO/Ib KAa4ecTBAa N0 NMokasaTeno « VIMKpoGHoIoruecKast
YHCTOTA» OPOBOAMTCS ANS Kaxka0i 20-0if cepry, I JUIR OAHOH cepHH B I'o/l, B 3aBICHMOCTH OT TOr0, 4TO

HACTYD'UT paHbIle.

Remarks: The Product conforms to ND/
TIpumeuanue: [Ipoaykt cooTseTcTBYET TpeboRanusam HJL

Conclusion;: APPROVED /
SZaxuouenne: OJJOBPEHO

Prepared by /

Tloarorosneno; Rama Kant

it

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manage
Onobpeno: Menemx
Abhishek Chauhan

L Jara: 21.05.2024

Reprint Date e

Reprint Date /
JHara: 21.05.2024

Reprint Date /
Jlara: 21.05.2024




S SERYS o ries Lie
Dr.Reddy’s €&
CERTIFICATE OF ANALYSIS |- "o oo
CEPTHOUKAT AHAJIA3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dxenpece (keroponak) rabneTki, AMcreprupyeMsIe B NomocT pra, 10 Mr

Batch No / : V2400808 Batch Quantity / : 3600000 tab /
Cepyga Ne 0000000 . |Ob6Bem cepun 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
Anaantuyeckuii otuer Ne JlaTa aHa/n3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npoM3BOACTBA Tomen 10

Analysis performed according ND / Auanus nposegen mo HJL:
JITT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11 112022

Page 8 of 8 /Cip. 8 uz 8
Ketorolac tromethamine / KeToponaka

API name / Haumenosanne ADC:

TPOMETAMUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ‘ ABRH001415
Homep cepiu NpoH3BOAHTEAR ADC:
FP Manufacturer API Batch number / FERA00144

Homep cepun cyGerasninin nponsgonntesis [JID:

API Manufactured by & country /
IMpoussopurens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penu'c Jlaboparopuc Jiva., Hanua

Remarks: The Product conforms to ND/
Ipumeuanne: [Tpoaykr coorsercrayer rpebopanman H.L

Conclusion: APPROVED /
Jarmouense: U,LI.UB]‘I_!LHU

Prepared by / Checked by /
TloarororncHo: Rama Kant

Ipoeepeno: Pardeep Kumar

Approved by: Managgt/Executive /

ﬁ Abhishek Cha
Reprint Date / E Reprint Date / = Reprint Date /
JaTa: 21.05.2024 Jara: 21.05.2024 Jara: 21.05.2024




