e
Dr.Reddy’s ‘_‘.’

CERTIFICATE OF ANALYSIS e

CEPTUOPHKAT AHAJTH3A

Product: Ketorol Express (ketorolac) Orally Disiniegrating Tablets 10 mg
Hponyxr: Ketopon™ Dxenpece (ketoponak) TabneTkH, JucneprapyemMsie B NOJA0CTH pra, 10 Mo

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
|Cepna Ne O06bem cepuu 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / 1 02.04.2024
AnpanaTiyecknii oTyer No JaTa anaanza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npoH3BoACTBa T'onen o

Analysis performed according ND / Anayms nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022 / uzmenenne Nel or
27.12.2021, n3menenue Ne2 o 11.11.2022)

Page1of8/Crp. 1 n3 8

}:)0 Test / Hoka3zaTean Results / PezynbTaTsr 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. /
sidec. / Kpyrneie, mockue | Kpyrisle, miockue TabineTku ¢ dpackoi,
TabneTkn ¢ (ackoil, cBeTNO- | CBETIO-XENTOro LIBCTA ¢ I'PAaBUPOBKOM
XeNTOro UBCTa C rpaBHpOBKOH | «I» Ba o4HOH cTOpOHE.
«l» Ha OHOH CTOpOHE.

2 Identification / [HommuHOCTS

Ketorolac / Kemoponax

a) Byuv/
Y ®-cnexTpodoTomerpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromecthamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTps!
TIOFJIOIEHUS MCOBLITYEMOTO pacTBopa H
pacTBOpa  CTaHAapTHOro  obpasla
KeTOpoJiaka TpOMETaMHHA  JOJDKHBI
UMETE MAKCUMYMBI TIPH OJHOM M TOM Xxe
IJTWHE BONHEI (£ 2 HM).

Remarks: The Product conforms to ND/
[1pumenanue: Tlpoaykr coorsercTByer Tpebosanuam HJIT

Conclusion: APPROVED /
3axmoyenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneno: Pravesh Rana | [lposepeno: Rama Kant Onobpeno: Menemxep / PyKoromHre s
/L W Manoj Kumar ~
/ e —
Reprint Date / Reprint Date / ' Reprint Date /
Jara: 02.04.2024 Jara: 02.04.2024 Jara: 02.04.2024

Resisteisd Oiiine a2 Road He. & Banjira Sille, Bydembad =50
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Dr.Reddy’s €<¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HNpoaykr: Keropon™ Sxenpece (keroponak) TabreTky, JMCHEPrHPYEMEIE B NIOIOCTH PTa, 10 mr

Batch No / 1 V2400408 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepin 3600000 Tab
Analytical Report No / :+ 040002474329 Date of Analysis / : 02.04.2024
Auannruydeckuii oTyer Ne Jata agannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Hdata 0poH3BOACTBA Tonen go

Analysis performed according ND / Ananus nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page2 of 8/Crp.2 n3 8

No

Test / Iloka3zaTenb
Ne

Results / Pe3yneTaThl

Specification / Hopma

b) By HPLC / BOXX

Complies / COOTBETCTBYET

"T'he 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  yAepXUBAHHUA
OCHOBHOrO MHKa HA XpOMAaTorpamme
HCOBITYEMOrO  pacTBopa  HONYKHO

COOTBETCTBOBAThH BpeMeHH
YIOEepXYBaHUA OCHOBHOTO IIMKa Ha
XpOMaTOrpamMMe pacTBopa
CTaHAapTHOrO o0pasla keToposaka
TpOMETaMHHA (paznen

«KOnM4eCcTBEHHOE ONPEAEIIEHHED).

Remarks: The Product conforms to ND/
IMpumeyanue: [Tpoaykt cooTBeTCTBYET Tpeboannam HJT

Conclusion: APPROVED /
3axmovenne: OJOBPEHO

Prepared by /
[ToAroTORIEHO: Praxf Rana

Checked by /
[IpoBepeno: Rama Kant

Approved by: Manager/Executive /

Ono6peno: Menemiep / Pykosoayresib
Manoj Kumar H E ( é

Reprint Date /
JHara: 02.04.2024

Reprint Date /

Reprint Date /

Iarta: 02.04.2024

Giflce: R-7—571

Hata: 02.04.2024

=l - G033
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon" Dkenpece (keToposnak) TabneTkn, JHCNEPIAPYEMbIE B NIOJIOCTH PTa, 10 mMr

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepua Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
AHAJTHTHYECKHH oTyeT Ne JlaTa anannia

Date of Manufacture/ : 0272024 Date of Expiry / : 01/2026
MJata npou3BoaACcTBa I"open no

Analysis performed according ND / Anann3s nposenen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meneHne Nel or

27.12.2021, namenenne N2 or 11.11.2022)

Page3 of 8 /Crp. 3 u3 8

514

e

Banjara Hills

2-227, Road No, 3
104900 2HO0, Taxi1

Hydaraba

Jl:’o Test / [TokazaTens Results / Pe3ynbTathl Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and to3-
IlopNAMHHOCTD butylhydroxyanisole peaks on the
GYTUJIFHAPOKCHAHH30JT 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 ylepXuBaHHUA
MHKOB  2-OyTHATHAPOKCHAHM3ONA H
3-6yTIITHAPOKCHAHU30JIA Ha
XpoMarorpamme WCTIBITYEMOTo
pacTBOpa IOJDKHBI  COOTBETCTBOBATH
BpeMcHaM YIAEPKHBRAHHA [IMKOB
2-0yTHNTHAPOKCHAHU30NA H
3-6yTHNrHAPOKCHAHU30a Ha
XpoMaTorpaMmce pacTteopa
CTaHIAPTHOTO obpasua
OyTUNrUMApOKCHaHU30I1a (pa3men
«Coxepxanue
Oy THIIAPOKCHAHHU3ONIAN).
4 Average weight / Cpeansist 69.2 mg / 69.2 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca Ot 67,2 Mr o 72,8 mr (70,0 mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanwe: IIponykT cootBeTcTByeT TpeboBanuaM HJT 3akawouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IonrorosneHo; Pravesh Rana | TlposepeHo: Rama Kant Onobpeno: MeHepxep / PykoBoanTeis
J %} ‘Q:md‘ Manoj Kumar :
Reprint Date / Reprint Date/ Reprint Date /
Jara: 02.04.2024 JHara: 02.04.2024 Jara: 02.04.2024

d-SON034, Telngan




Dr.Reddy’s €56

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Skcnpece (keroponak) Tabnerku, aAncneprupyemsie 8 nojiocty pra, 10 mr

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepnst Ne O6bem cepin 3600000 tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
Anajgutuueckuii oryer No Jara awanuza

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa MPOH3BOACTBA T'oxen no

Analysis performed according ND / Anann3 nporenen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / wsmenenne Nel ot

27.12:2021, n3menenne Ne2 or 11.11.2022)

Page4of 8§ /Crp. 4 uz 8

}:00 Test / IokazaTenn Results / PesynbraTst Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYCT 18/20 tablets - not more than + 10 %
OIHOPOAHOCTH Macchl 2/20 tablets - not more than + 20 % /

18/20 TaGnerox — He 6onee +10%
2/20 Tabnetok — He Gonee = 20 %

5 Disintegration time / 00 min 18 sec / 00 mug 18 cex Not more than 3 min/ He 6onee 3 Mun
Pacnanaemocts

6 Dissolution / PacTeopeHue Unit-1/ Ta6n-1 104% Not less than 75% (Q) of

. CisH13NO3°C4H 1 NO; (ketorolac
W AT _—— tromcthamine) in 15 min / He Menee
Unit-3 / Ta6n-3 102% | 5% (Q  CisHi3NO3*CeH11NOs

. . (keToponaka  TPOMETaMHH)  yepes
Unit-4 / Ta6n-4 103% 15 e
Unit-5 / Ta6n-5 101%

Unit-6 / Ta6n-6 101%

7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a

HAucnepcHocTh 710 pm sieve is formed. / Obpasyetes
ONHOPOAHAS CYCHEH3Ms, NpPOXOAALIan
CKBO3b CHUTO C pa3MEpPOM OTBEPCTHIT
710 MKM.

Remarks: The Product conforms to ND/

[Mpumeuanune; [IpoaykT coorseTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: PravesiyRana | IlporepeHo: Ramia Kan Onobpeno: Menemxep / PykoBoiurens
J _ 4@”\& Manoj Kumar
L~ ¥
Reprint Date / Reprint Date / . Reprint Date /
JHara: 02.04.2024 Hara: 02.04.2024

s diToddys poin
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Dr.Reddy'’s Q;‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJINU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg T
Hpoayxr: Keropon”™ Dkenpece (ketoponak) rabnerkn, gucneprupyeMsie B NOM0CTH pra, 10 mr
Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepan 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
AnagnTuyecknii oryer Ne Jara anaunza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npon3BoacTaa Tonen oo
Analysis performed according ND / Auanun3z nposeaen no HJI: =
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenme Nel or
27.12.2021, n3venenue Ne2 ot 11.11.2022)

Page S of 8 /Crp. Suz §

8 Related impurities / PoxcTBenHbIe mpumecu
ketorolac 1-hydroxy analog / Not detected / ne oGHapy#ena Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcnananor
KeTOpoaka
ketorolac 1-keto analog/ 0.09 % Not more than 0.8 % / He 6onee 0,8 %
1-xeToaHanor Ketoposiaka
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHIYHas 0.02 %
HeHAeHTHOHUNPOBaHHas
TIpUMeEChH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npuMeceit
9 Water / Bona 23 % Not more than 7.0% w/w /
He 6omee 7,0 %

10 | Residual selvents by GC/ OcTaTouHble OpraHKuecKue pacTBOPHTENN

Isopropyl alcohol /
Uzonponaxon

21 pgftab/

21 Mkr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mxr B Ta0OneTke

Remarks: The Product conforms to ND/
Ipumedanne; Tlpoaykr cooteeTcTByYeT Tpeboranuam HIT

Conclusion: APPROVED /
3akaiouenne: OQJOGPEHO

Prepared by /

IToaroroeneno: Pra!? Rana

Checked by /
IporepeHo: Rama Kant

Approved by: Manager/Executive /

Onobpeno: Mernemxep / Pyxosomu
Manoj Kumar M

Reprint Date /
Hara: 02.04.2024

Reprint Date /
Jara: 02.04.2024

Reprint Date /
Hara: 02.04.2024

Ho 3 Teloneena, lndia
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Dr.Reddy’s Qe i i, lgarh o, 5
CERTIFICATE OF ANALYSIS ey '
CEPTH®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Ketopon™ Skenpece (ketoponak) Tabnerki, AUCICPIrHPYEMbIe B NONOCTH pTa, 10 Mr

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepua No Ob6bem cepHi 3600000 tab
Anmnalytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
AnanuTHueckuii order No Jara ananuza

Date of Manufacture / : 02/2024 ‘Date of Expiry / : 0172026
Jdata npoH3BOACTBA TI'agen mo

Analysis performed according ND / Ananus npoeeen mo HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, u3menenne Ne2 or 11.11.2022)

Page 6 of 8 / Crp. 6 u3 8

11 Microbial enumeration tests / MukpoGnoJioruyeckas 4YHeTOTa®

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6iuree yncio He 6onee 1000 KOE/r
a3poOHBIX MUKpO-

OpraHU3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uee He 6onee 100 KOE/r

YHCN0 APOXKHEBLIX K
TIECHEBLIX rprboB

c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTtcTRME B I T

12 Uniformity of desage units / 1.9 Acceptance value (AV) not more than
OnHopoaHoCTh 15.0 / IlpuemMouHoe 3HaueHUe (AV) He
HO3HPOBAHUA 6onee 15,0.

13 Assay / KonuvecTBennoe 10.0 mg / 10.0mr From 90mg to 11.0mg of
onpeaejeHHe (99.7 %) CisHi3NO3*C4H 1 NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
1o 11,0 Mmr  CisHi3NO3*C4H; 1 NO3
(xeroponaxa TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBNEHHOr0 KOJIHYECTBA) B

Tabnetke
14 | Butylhydroxyanisole 0.0937 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxanue 0.0937 mr B Tabnerke He meHee 0,042 mr B TabneTke
6y THAITHAPOKCHAHH30J1A
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanne: IpoaykT cooTBeTcTBYET TpeboBaHuaM HJT 3akmouyenne: OJJOBPEHO
Prepared by / ' Checked by / Approved by: Manager/Executive /

Manoj Kumar

[Moaroroeneso: PraveshiRana | IlposepeHo: m Onobpeno: Menemxep / PykoBoauTeNns
/

Reprint Date / Reprint Date ¥ Reprint Date /
JHara: 02.04.2024 Hata: 02.04.2024 Jara: 02.04.2024

hederabad = 5000348; Tetangrom, Ihills

Resistered Offize: 8-72-3327, Fopd No. 3, B
ol 401 4G 42002900,
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Dr.Reddy’s Q_?

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon™ Dxenpecc (keToponax) TabaeTKH, TUCIEPrUpYEMble B [10J0CTH pTa, 10 Mr

AHanuTHYecKuH oTueT No

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024

JlaTa apannza

Date of Manufacture /
JaTta npoH3BoacTBa

AN INRNAA 4
D U4LILULS

/

Date of Expiry /
Toneu go

: 01/2026

Analysis performed according ND / Auanns nposexen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ns2 from 11.11.2022 / uamenenne Nel or

27.12.2021, n3menenne Xe2 or 11.11.2022)

Page 7 of 8/ C1p. 7 uz 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / [lo 10
information leaflet in a carton | Tabsetok B Gauctepe u3 (TTA/AJI/IID ¢
pack. / Ilo 10 TaGnerok B | Bnaronmormotutenem/[IDBII) ¢onsru //
6mucrepe us  (ITA/AJI/TID - ¢ | (IID/AJI) doasry. ITo 1 nm 2 Gnuctepa
piaronornoTureneM/I1OBIT) C MHCTpYKUMEH INO MNpUMEHEHUIO B
doneru // (IT3/AJI) doneru. Tlo | mauky kKapTOHHYIO.

2 6nucTepa ¢ MHCTPYKLMEH MO
[PUMEHCHUIO B nauxy
KapTOHHY1O.
16 | Labeling / MapkupoBka According to ND / B cootsercTBiu ¢ HJJ
17 | Storage conditions / Below 25 °C. / Tlpu Temnepatype He Boiwue 25 °C,
XpaHeHuUe
18 Shelf life / Cpox roanocTu 2 years /2 roma

* 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.

= an BBINYCKE JIEKAPCTBEHHOIO N1penapata KOHTPOJb KayecTBa IO NMoKa3aTeJ o «MHKpOGHOIlOFH‘{eCKaH
YHCTOTA» MPOBOAMTCH AJIS1 KaXKAOMH 20-oi cepuu, WM NJIst oaHoit CCpHH B roj, B 3aBUCHMOCTH OT TOI'0, YTO

HACTYNHT palLUIe.

Remarks: The Product conforms to ND/

[Ipumeuanue: Ipogykr coorsercrayer Tpeboranusm HJT

Conclusion: APPROVED /
3axmouenne: OJJIOGPEHO

Approved by: Manager/Executive /

Prepared by /
[ToarorosneHo: 'Prave;?g Rana

Checked by /
Tlposepeno: Rama Kant

OnobpeHo: Menemxep / Pykosoaurens
gmw Manoj Kumar d ! : [?

Reprint Date /
Jara: 02.04.2024

Reprint Date /
Hara: 02.04.2024

Reprint Date /
Jata: 02.04.2024

deralked - 5000

ahe, IGdin




Dr.Reddy’s ‘-
CERTIFICATE OF ANALYSIS R H i
CEPTH®UKAT AHAJTHA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tlpoaykr: Keropon” Dkernipece (keroponak) TabneTky, Hcneprupyemsle B nosioctd pra, 10 mr

Batch No / : V2400408 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepHn 3600000 Tab
Analytical Report No / : 040002474329 Date of Analysis / : 02.04.2024
AHATHTHYECKHH oT4eT Ne JaTa anannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Hara npou3BoacTBA T'ogen g0

Analysis performed according ND / Ananu3 nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot

27.12.2021, namenenne No2 ot 11.11.2022)

Page8of 8 /Crp. 813 8

API name / HauMeHoBauue ADC: Ketorolac tromethamine / Keroponaka
TPOMETaMHH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch numbey /

Homep cepun npomzeoaurens APC: 2B QER0I28

FP Manufacturer API Batch number /

Homep cepun cyberanunn nponssoautens IJId: FEQ

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ilpouszsopnrens ADC, crpana: I-p Pennn'c JlaGopatopuc JIta., Mumus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuaune: IIponykT cooTBeTCTRYET TpebGoBaHusam HJT 3aknauenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Prave./slz Rana | Ilpoeepeno: Rama Kant Onobpeno: Menemxep / PykosoguTent

' Manoj Kumar '
il W LsC

Reprint Date / Reprint Date / ' Reprint Date /
Jlara: 02.04.2024 Hara: 02.04.2024 Jlata: 02.04.2024

ed Ofice: E-3-937, Rond Nz 3, Banjzn itk Hpderalad 200054, Tel;




