Dr.Reddy’s ‘f:‘ il b g s,

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJMA3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablcts 10 mg
Hponyst: Keropon™ Sxenpece (keToposak) TaONETKH, AUCIEPIHPYEMBIE B IOJIOCTH PT4, 10 mMr
Batch No/ : V2400824 Batch Quantity / : 3600000 tab /
Cephst Ne O61eM cepitu 3600000 Tab
Analytical Report No / : 040002530209 Date of Analysis / : 23.05.2024
AnalHTHYeCKHii oTuer Ne Jlara ananu3a
Date of Manufacture / : 04/2024 Date of Expiry / :+ 03/2026
Jara npou3BOACTBA I'oaen mo
Analysis performed according ND / Ananns nposenen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of 8 /Crp. 1 n3 8

Jl:'o Test / MToxa3arens Results / Pe3ynbnTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /

side. / Kpyrmie, nnockue | Kpyrnsie, mockue TabneTkH ¢ hackor,
TabneTkn ¢ (ackoii, CBET/IO- | CBETJIO-XKENTOro LBETa ¢ rPaBMPOBKOIN
XENTOro 1BeTa ¢ IPaBHpOBKOH | «l» Ha OJHOM CTOpOHE.

«l» Ha oRHOIt CTOpOHE.

2 Identification / ITonnuMaHOCTb

Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and
V®-cnektpodoToMeTpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnexTps!
TIOrNOIICHKA HCIBITYEMOra pacTsopa i
pacTBopa  CTaHmapTHoro  obpasiua
KETOponaka TpPOMETaMHHA  JOJIKHSI
HMETH MAKCUMYMBI MPH OHOM M TOM xe
ZTiHe BOJHBI (£ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
1lpumeyanne: IIpoaykT cooTeeTcTBYET TpeboBanmam HJJ 3akmodenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarotorneHo: Rama Kant [Iposepeno: Pardeep Kumar | Onobpeno: Menemskep / Pyxmmfnrenb
|
/

] Manoj Kumar
W’ Ci"/’ ]

Reprint Date / : Reprint Date / Reprint Date /
Jara: 23.05.2024 Jara: 23.05.2024 Jara: 23.05.2024

Hycinnk S00G24, Talangana; imfia
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Dr.Reddy’s "&.'

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJTHM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Ketopon™ Sxenpece (keToponak) TabneTky, ANCICPripyeMble B TIONOCTH Prd, 10 mMr

Batch No/ : V2400824 Batch Quantity / : 3600000 tab /

Cepus Ne O6bem cepsin 3600000 Ta6
Analytical Report No / : 040002530209 Date of Analysis / 1 23.05.2024
AHaJIMTHYCCKUH oTdeT Ne Jata anajansa e
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026

JlaTa npou3BoICTEA “ T'ogen no

Analysis performed according ND / Anannz nposeaen no H/L:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of 8§ /Crp.2 uz 8

No

Test / Hoka3aTenb
Ne

b) ByHPLC /BOXX

Results / Pe3synbTaTst

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / BpeMs yaepXHBaHHA
OCHOBHOIO [MHK2 HA XpOMaTorpamMme
UCTIBITYEMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yICPXHMBaHHUS OCHOBHOTO THKa Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOTO KETOopOJaKa
TpOMETaMHHa (pazmen
«KonuyecTBeHHOe ONPENENEHUEN).

obpasna

Remarks: The Product conforms to ND/
Ilpumeuanne: [Tpoaykr coorsercreyer TpeGopanuim HIT

Conclusion: APPROVED /
Zaxkawyenne: OJJOBPEHO

Jara: 23.05.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Rama Kant Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoantess
‘; Manoj Kumar
P =
Reprint Date / Reprint Date / Reprint Date /

Hara: 23,05.2024

Jlata: 23.05.2024
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Dr.Reddy’s ‘;..

CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropon™ Sxenpece (keToposnak) TabNETKH, AHCTIEPrHpYEMbIEe B TIOOCTH PTa, 10 mr

Batch No / : V2400824 Batch Quantity / : 3600000 tab /
Cepun Ne O6nem ceputu 3600000 Tab
Analytical Report No / : 040002530209 Date of Analysis / : 23.05.2024
AnaJguTHYecKnit oTyeT Ne JlaTa aHaan3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
dara npoH3BOACTBA T"oneHn no

Analysis performed according

ND / Auanu3 nposeaen mo HJI:

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

Page 3 of 8/ Crp. 3 n3 8

;O Test / [lokazaTens Results / PesynsTaTsl Specification / Hopma
3 Identification Complies / CooTBETCTRYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToanHHHOCTD butylhydroxyanisole peaks on the
GYTHArHAPOKCHAHHU3OJ 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 yaepXHBaHHA
OUKOB  2-OYTUNTHZPOKCHAHW3ONA U
3-6yTWIrHAPOKCHAHH30JIa Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBopa [JOJKHBI COOTBETCTBOBATh
BpEMEHAM  YIOEPXHBaHHA NHKOB
2-0yTHITHAPOKCHAHH30J1a U
3-6yTWIrHAPOKCHAHH30112 Ha
XpOMaTOrpaMMe pacTBopa
CTaHJapTHOTO obpazua
6yTHIATHAPOKCHAHHK30a (pazpen
«Coznepxanve
OyTHATMAPOKCHAHHU3OIAR).
4 Average weight / Cpeauas 69.6 mg / 69.6 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot167,2 Mr o 72,8 mr (70,0 Mr£4,0 %).

Remarks: The Product conforms

IMpumeuanue: IpoaykT cooTreTcTBYET Tpebosanuam HJL

to ND/

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

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

Iojarotosneno: Rama Kant Tposepeno: Pardeep Kumar | Opobpeno: Menemkep / Pykosoantens
W = Manoj Kumar b"”

Reprint Date / v Reprint Date / Reprint Date /

JaTa: 23.05.2024 Hara: 23.05.2024 Jarta: 23.05.2024
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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

HpoaysT: Keropon”

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Jkenpece (Keropoiak) TaGaeTky, ANCIEPrHPYEMbIE B MI010CTH PTa, 10 mr

Batch No / : V2400824 Batch Quantity / : 3600000 tab /
Cepiin Ne O6BeM cepHH 3600000 Tab
Analytical Report No / : 040002530209 Date of Analysis / : 23.05.2024
AnanrsTiyccKHii oTyeT No Jara ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoM3BOACTBA Tonen 1o

Analysis performed according ND / Axajius nposefes mo HA:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4.0f8/Crp.4m3 8

JI:’ it Test / TToka3aTens

Results / PeaynsTaThl

Specification / Hopma

Uniformity of weight /
O HOPOAHOCTL MACCHI

Complies / CooTBETCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnerox — He Oomee +10 %
2/20 TabneTok — He bonee £ 20 %

5 Disintegration time /
PacnanaeMocThb

00 min 30 sec / 00 mun 30 cex

Not more than 3 min / He 6onee 3 MuH

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
. C1sH13NO3=C4H |1 NO3 (ketorolac
Unit-2/ Tabn-2 O tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNO3*CsHiiNOs3
) . (keToponaka  TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 101% 15 MHH
Unit-5 / Tabn-5 103%
Unit-6 / Tabn-6 101%

7 Fineness of Dispersion/
JAucnepcHoOCTh

Complies / COOTBETCTBYET

A uniform suspension passing through a
710 um sieve is formed. / O6pa3yercs
OIHOpOMHAs CYCTEH3MsA, NPOXOAAIasi
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/

Tpumeuanwe: Npoaykr coorsercrayer Tpebosanuam HII

Conclusion: APPROVED /
Baknwuenne: OJJOEPEHO

Prepared by /
IloproTorneHo; Rama Kant

g

Checked by /
Ipoeepeno: Pardeep Kumar

—i

Appraved by: Manager/Executive /

Onobpeno: Menemxkep / Pykopoanyeiis
Manoj Kumar h-’ '2 . a

Reprint Date /
Jlata: 23.05.2024

Reprint Date /

Reprint Date /

Hara: 23.05.2024

Hara: 23.05.2024
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Dr.Reddy'’s Q':'

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponysr: Keropon"™ Dkenpece (keToponax) TadieTkh, ANCNEPrHpyeMbie B NOTOCTH pid, 10 Mr

Batch No / : V2400824 Batch Quantity / : 3600000 tab /
Cepha Ne O0benm cepnin ' 3600000 Tab
Analytical Report No / : 040002530209 Date of Analysis / : 23.05.2024
Anajauragecknii order No JlaTa anaanza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaT2 npou3BOACTBA I'onen o

Analysis performed according ND / Ananu3s npoBejien mno H:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f8/Cip.Su3 8

8 Related impurities / PoacTeenHble NPpUMECH

ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %

1-ruapoxcrnaHanor Huxce npenena konM4ecTBCHHOr0
KeTopoJiaka onpenenenuns (IIKO = 0.0032 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0.8 %
1-keToanaNor KeToponaka 0.03%
Any unidentified impurity / Not more than 0.5 % / He Gonee 0,5 %
eIMHMIHAsA
HenaeHTUHLYpOBaHHAS 0.02 %
NpHMECH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Bona 2.6% Not more than 7.0% wiw /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouHble OPraHNYCCKHE PaCTBOPUTCIH
Isopropyl alcohol / 6 pgf/tab / Not more than 350 pg/tab /
Hzonponanon 6 MKr B TabneTKe He 6onee 350 mxr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TNprmeuatne: TIPORYKT COOTBETCTBYET TpeGoBanuaM HII 3axmouenne: OJIOGPEHO
Prepated by /- ‘ Checked by / Approved by: Manages /Faguulive /

[Toarorornexo: Rama Kant TIposepero: Pardeep Kumar | Onobpeno: Menemxep / PykoBogutens
Manoj Kumar 7

Reprint Date / ' Reprint Date / Reprint Date /
Jlata: 23.05.2024 Ilara: 23.05.2024 Jara: 23.05.2024

aneang, Indic
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Itd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Te!: +91 98166 56001-02
www.drreddys.com

CEPTHO®HKAT AHAJIA3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Keropon™ Bxcnipecc (keToponax) TablieTkH, AHCMIEPTUpyEMbIE B NOIOCTH pTa, 10 mr

Batch No / 1 V2400824 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 040002530209 Date of Analysis / : 23.05.2024
AHaIHTAYECKHIl 0TYeT Ne Jara anaansa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npou3BoacTBa T'ogen po

Analysis performed according ND / Auanu3s nposexen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 3 8

11 | Microbial enumeration tests / MukpoGuooruueckas 4ucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee yucio He 6onee 1000 KOE/r
a3pOBHBIX MHKPO-
Oprasu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6mee He 6onee 100 KOE/r
YHCNO APOXIKEBBIX U
niecuessix rpuboB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUE B 1 T
12 | Uniformity of dosage units / 4.2 Acceptance value (AV) not more than
OAHOPOAHOCTL 15.0 / TIpuemouHoe 3HaueHue (AV) He
[IO3HpOBAHUNA 6onee 15,0.
13 Assay / KosindecrBeHnoe 10.0 mg/10.0 Mmr From 90mg to 11.0mg of
ornpejeeHHE (100.0 %) C5H;3NO3+CsH1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
mo 11,0mr CysH;sNOzC4H1NO3
{keToponaka tpomeTraMuH) (ot 90,0 no
110,0 % OT 3asBJIEHHOr0 KOJIUYECTRA) B
TabyeTke
14 | Butylhydroxyanisole 0.0921mg/tab / Not less than 0.042 mg/tab /
contenti / CopepxaHue 0.0921 mr B TabneTke He menee 0,042 Mr B TabneTke
Gy THArHAPOKCHAHN30I2

Remarks: The Product conforms to ND/

[Tpumeuanue: I[IponykT coorsercTyeT TpeboBanuam HI

Conclusion: APPROVED /
Sakmouenie: OJJOBPEHO

Dyopared by /
Iloprotosneno: Rama Kant

dwd

Choalcod by /
IIposepeno: Pardeep Kumar

=

Approved by; Manager/Exerntive /
Onobpeto: Menemwxkep / Pykosoauresis
Manoj Kumar e

Reprint Date / i
Jara: 23.05.2024

Reprint Date /
Jlarta: 23.05.2024

Reprint Date /
Hara: 23.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

www.drreddys.com




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Ketopon® Jkenpece (ketoponak) TabneTkH, AHCNEPrHpyEMbIe B NI0JIOCTH PTa, 10 Mr
Batch No / : V2400824 Batch Quantity / : 3600000 tab /
Cephst Ne O6Bem cepuss 3600000 Tab
Analytical Report No / : 040002530209 Date of Analysis / + 23.05.2024
AHANNTHYECKHUH OTHeT Ne Jlara aHaanza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JdaTa npon3BoACTBA T'ogen oo
Analysis performed according ND / Ananus nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ Crp. 7 w3 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. / Ilo 10 Tabnerok B
6nucrepe u3 (ITA/AJIIID c
pnaronoriorurenem/II3BIT)
donnru // (II3/AJ1) donbru. [lo
2 6nucTepa ¢ MHCTPYKLMER MO
NpHMEHEHHMIO B nayxy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccantyHDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Tlo 10
Tabnetox B 6auctepe u3 (TA/AJVIID ¢
sraronorgoturenem/II3BIT) donbru //
(TI13/AJ1) donery. TTo 1 unu 2 6aucTepa
C MHCTpyKLHeH NO TPUMEHEHHIO B
N1ayKy KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B coorserctBuu ¢ HJ|

17

Storage conditions /
XpaHeHne

Below 25 °C. / Ilpu Temneparype He Bbiure 25 °C.

18

Shelf life / Cpok roxnocTit

2 years /2 ropa

* 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.
* [IpH BLINYCKe JeKAPCTBEHHOI0 NPeNapaTa KOHTPOJIb KauecTBa N6 NoKa3aTestio «Mukpoduonorinyeckas
YHCTOTa» MPOBOAUTCH AMs Kakaoii 20-0fi cepyu, MM AJIA ONHOI CepHH B roj, B 33aBHCHMOCTH OT TOro, 4TO
HACTYNHUT paHbIlIe.

Remarks: The Product conforms to ND/
Tpumenanne: [poaykr cootsetcTyer Tpebosanuam HJI

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Rama Kant ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pyrosoguresnis
q:&ﬂ{r ' Manoj Kumar ] !El“ !j
=~ =
Reprint Date / ! Reprint Date / Reprint Date /
Hara: 23.05.2024 Ilata: 23.05.2024 Jara: 23.05.2024




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IIpoAykT: Keropon® Dxenpece (keToponak) TabieTkh, AUCTIEPrUPYEMbIE B ONOCTH pTd, 10 mr

[Batch No / : V2400824 Batch Quantity / : 3600000 tab /
Cepun Ne Ob6bem cepHi 3600000 Tab
Analytical Report No / : 040002530209 Date of Analysis / : 23.05.2024
AnaJinTHYecKnii oryer Ne Jarta anagnsa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npoH3BOACTBA Topen a0

Analysis performed according ND / Ananu3 nposenen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8§ of 8/Crp. 8 n3 8

API name / Haumenorauue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepiin cy6cTaHunH npoussoantens [JIP:

TPOMETAMHH
INN / MHH: Ketorolac / KeToponax
API manufacturer batch number / ABRHO01415
Homep cepuu npoussoauteas APC:
FP Manufacturer API Batch number / FERA00144

API Manufactured by & country /
Ipoussoautens AQC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pemnu'c Jlaboparopuc Jita., WUngus

Shdar 3w

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

[pumeuanue: Ilponykt cooreeTcTByeT TpeboBannam HL 3axaouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Execntive /

IToaroTornero: Rama Kant Tporepeno: Pardeep Kumar | Ono6peHo: Menemkep / PykosoauTeb
2 i = Manoj Kumar i

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.05.2024 Hara: 23.05.2024 JHara: 23.05.2024




