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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
 Mpoayxr: Keropon™ Dkenpece (keroponak) TabaeTky, AucneprupyeMbie B mojaocTH pra, 10 mr

Batch No / : V2302438 Batch Quantity / : 3600000 tab /
Cepnsi Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704622 Date of Analysis / : 11.12.2023
AHasTHTHYECKHIf oTyeT No Jlata anananza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Hata npousBoacrea T'onen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022 / u3menenne Nel or

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page2 of 8 /C1p. 2 u3 8

No

No Test / [TokazaTesn Results / Pe3ynprathl Specification / Hopma

b) By HPLC/B3XX 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 ynepXuHBaHUA
OCHOBHOTO ITHKa Ha XpOMAaTorpamme
UCOBITYEMOr0  pacTBopa  HOJI>KHO
COOTBETCTBOBATh BPEMEHH
YAEP)KHBAHMA OCHOBHOTO IMKA Ha
XpoMarorpamme pacTBOpa
CTaH#apTHOro obpasla KeTopoJjiaka
TpOMETaMHHa (paznen
«Konm4ecTBEHHOE OnpeneieHHe).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumenanue: Ipoaykr cootBercTBYET TpeboBanusm HJI 3akmouenne: OJTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotrosneno: Shivani IIpoBepeno: Santosh Kumar | Onobpeno: Menenskep / Pykosomurens

/S.)/ Maurya g\, Manoj Kumar

Lt

Reprint Date / Reprint Date / Reprint Date /
Hara: 11.12.2023 Hara: 11.12.2023 Jara: 11.12.2023




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Ketopon™ Dkcnpecc (keToponak) TabneTku, IMCTIEPrHpYEMbIe B TI0IOCTH PTa, 10 mr

: 3600000 tab /

Batch No / : V2302438 Batch Quantity /

Cepust Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 890001704622 Date of Analysis / : 11.12.2023
AnagnTudecknii oryer Ne Jara apaan3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdara npon3BoacTBa T'onen xo

Analysis performed according ND / Ananns nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ mamenenue Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page10f8/Crp. 1 u3 8

No
Ne

Test / Ilokazarenn

Results / Pe3ynbTaThl

Specification / Hopma

1

Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyraele, miockue
Tabnetkn ¢ ackoif, cBeTno-
JKEJITOro LBETa C TPaBUPOBKOM
«l» Ha OIHOH CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrislie, riockue TabaeTky ¢ packoi,
CBETJIO-XKENTOr0 LIBETa C IPaBUPOBKOM
«I» Ha OJJHOI CTOpOHE.

Identification / ITognuBHOCTH

Ketorolac / Kemoponak

a) ByUv/
V®-cnextpodoromeTpust

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / VO-cnekTpsr
TOIVIOMIEHHs! KCTIBITYEMOrO pacTBopa 1
pactBopa  crammapTHoro  obpasna
KETOpOJiaka TPOMETAMHHA  NOJDKHBI
HMMETb MaKCUMYMBI TIDH OJJHOH Y TOX e
JUTHHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IIponykT coorBeTcTBYeT Tpedoanusam HJI 3axmoyenne: OJJOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosneno: Shivani [Mposepeno: Santosh Kumar | Omgo6peno: Menemwxkep / Pykopoauresnb
b Maurya A Manoj Kumar o
Y == e
/ .

Reprint Date / Reprint Date / Reprint Date /
Jara: 11.12.2023 Jara: 11.12.2023 Jara: 11.12.2023




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HporykTr: Keropon® Dxcnpecc (keToponak) TabneTkH, AucneprupyeMbie B nojocty pra, 10 mr

Batch No / 1 V2302438 Batch Quantity / : 3600000 tab /
Cepusa Ne < O6bem cepHi 3600000 Tab
Analytical Report No / : 890001704622 Date of Analysis / : 11.12.2023
AnaauTHiecknif oruer Ne JlaTa aHa/M3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JdaTa npon3BoACTBA I'ogen no

Analysis performed according ND / Ananns nposenen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page3of 8/Crp. 33 8

i.oo Test / IlokasaTens Results / Pe3ynsTaTh Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The retention  times  of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanunHHOCTHL butylhydroxyanisole peaks on the
OYTHJIrHAPOKCHAHU3OI 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). / BpeMmeHa ynepXHBaHHA
NMKOB  2-OyTHITMAPOKCHAHH30JIA U
3-6yTIIrMapOKCHaHHU30J1a Ha
XpoMaTorpamme HCILITYEMOro
pacTtBopa HOJDKHBI COOTBETCTBOBATH
BpeMEHaM  YIEP)XHBAHMA  TUKOB
2-6yTHIITHAPOKCHAHHU30I1a 74
3-0yTHNTHAPOKCHAHU30M1a Ha
XpOMaTorpaMmme pactTBOpa
CTaHOAPTHOTO obpasua
Oy THWITHAPOKCHAHH30JIa (paszznen
«CopepxaHue
GyTHIrHIPOKCHAHKU30TIAN).

4 Average weight / Cpenusis 69.3 mg / 69.3 mr 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 /
[Tpumeuanne: Ilponykr coorercTByeT Tpebopanusam HJQ 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Shivani ITposepeno: Santosh Kumar | Opobpeno: Menemxkep / Pykosoauresnb

)]/ Maurya Eﬁ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Jara: 11.12.2023 Jara: 11.12.2023 Jara: 11.12.2023




Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

CEPTUD®HKAT AHAJIMI3A

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

ponyxr: Ketopon” Dkcnpece (keroponax) Tabnerku, AMCIEPrHPYEMbIE B TIOJIOCTH pTa, 10 mr

Batch No / : V2302438 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepHu 3600000 Tab
Analytical Report No / : 890001704622 Date of Analysis / : 11.12.2023
AnanHTHYECKHH 0TUeT Ne JlaTta apannsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npoH3BOACTBA Tonen 1o

Analysis performed according ND / Ananu3 nposejieH no HA:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page4 of 8 /C1p. 4 u3 8

No

Test / IToka3aTeab
Ne

Results / Pe3ynpTatel

Specification / Hopma

Uniformity of weight /
OaHOpPOAHOCTH MACChl

Complies / CoOoTBETCTBYET

18/20 tablets - not more than = 10'%
2/20 tablets - not more than + 20 %% /
18/20 Tabnerox — Be Oomee + 10 %
2/20 Tabnetok — He Gonee £ 20 %

5 Disintegration time /
PacnagaemocTh

00 min 30 sec / 00 muH 30 cex

Not more than 3 min / He 6onee 3 Mmuu

6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 100% Not less than 75% (Q) of
. CisH13NO3*CsH 1 NO;3 (ketorolac
Unit-2 / TaGn-2 100% tromethamine) in 15 min / He mMeHee
Unit-3 / Ta6n-3 101% | 75% (Q  CisHisNO3*CsHiiINO;s
] y (keToponlaka ~ TPOMETAMHH)  Yepe3
Unit-4 / Tabn-4 99% G
Unit-5 / Tabn-5 100%
Unit-6 / Ta6n-6 105%

7 Fineness of Dispersion/
JucnepcHOCTh

Complies / COOTBETCTBYET

A uniform suspension passing through a
710 um sieve is formed. / O6pasyercs
OMHOPOAHAsS CYCHEH3HsA, MPOXOALIAd
CKBO3b CHTO C pa3MepOM OTBEPCTHH
710 MxM.

Remarks: The Product conforms

[Tpumeuanue: IIpoxykt cootBeTcTByeT TpedoBanuam HI

to ND/

Conclusion: APPROVED /
3axmouenne: OJTOBPEHO

Prepared by /
IToarorosneHo: Shivani

Checked by /
I[Mpoeepeno: Santosh Kumar

Maurya &

Approved by: Manager/Executive /

Ono6peno: Menemxkep / Pykosomuresnb

Manoj Kumar

Reprint Date /

Jata: 11.12.2023

Reprint Date /
Jara: 11.12.2023

Reprint Date /
Jlara: 11.12.2023
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Opoayxt: Keropon® Dxenpece (keroponax) TabneTkH, JucneprupyemMsie B IOJOCTH PTa, 10 mr

Batch No / : V2302438 Batch Quantity / : 3600000 tab /
Cepun Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001704622 Date of Analysis / : 11.12.2023
AHaqaTHYECKHI oTyeT No JaTa ananau3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npoH3BOACTBA T'ogen xo

Analysis performed according ND / Anann3 nposeaen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenne Nel ot

27.12.2021, mamenenne Ne2 or 11.11.2022)

Page 5of 8 /Crp. Suz §

8 Related impurities / Poacreennbie npumecH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-rupoKcHaHaIor Husxe npenena obuapyxenns (110 =
KEeTOpoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaNor KeTopoJiaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eAMHIYHAs
HeHOeHTUQUIMPOBaHHAA
MPUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma mpuMeceit
9 Water / Boga 2.8 % Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OctaTouHble OpraHu4ecKHe pacCTBOPHUTE/IH

Isopropyl alcohol /
H3zonpomanon

3 ng/tab/
3 MKT B TabneTke

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

Remarks: The Product conforms to ND/
IMprmeuanue: IIponykT cooTBercTBYeT TpeboBanusM HJI

Conclusion: APPROVED /
3axsmogenne: OTOBPEHO

Prepared by /
TToxrorosineno: Shivani

Checked by /
IIpoBepeno: Santosh Kumar

Maurya @

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosopuresb

Manoj Kumar ; ?

/
A
Reprint Date /

Jara: 11.12.2023

Reprint Date /
Hara: 11.12.2023

Reprint Date /
Jara: 11.12.2023
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poryxT: Keropon™ Dkenpece (keToponak) TabieTku, AMCIEPrHpyeMbIC B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2302438 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepuu 3600000 Tab
Analytical Report No / : 890001704622 Date of Analysis / : 11.12.2023
AnannTHyeckuii oTuer Ne Jlara aHanusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npoH3BOACTBA Toxen xo

Analysis performed according ND / Ananus nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenue Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uojoryueckasi 4ucTora®

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6u1ee 1UCIO He 6onee 1000 KOE/r
a’pOOHBIX MUKpO-

OpraHH3MOB

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

YHCIO JPOXOKEBBIX H
UIECHEBBIX IPHOOB

c) Escherichia Coli ' NA Shell be absent in 1 gram /
OtcytctBUE B 1 T

12 | Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OaHOPOAHOCTH 15.0 / IlpuemouHoe 3HaueHue (AV) He
M03HPOBAHMSA 6onee 15,0.

13 | Assay/KosanyecTBeHHoe 10.1 mg/ 10.1 mMr From 90mg to 11.0mg of
onpeneieHne (100.6 %) C15H3NO3°C4H11NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
pile] 1 1,0 MI' C15H13NO3‘C4H11N03
(xeToponaka tpomeramus) (o1 90,0 1o
110,0 % oT 3asIBJIEHHOrO KOJIMYECTBA) B

TabseTKe
Remarks: The Product conforms to ND/ Conclusion: APPROVED / =
ITpumeyanue: [Ipoaykr coorsercTayer Tpedosanuam HI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrorosneno: Shivani Iposepeno: Santosh Kumar | Oxobpeno: Menemxkep / PykoBoauresis
i Maurya Manoj Kumar
- P
M L8 bl
e
Reprint Date / Reprint Date / Reprint Date /
Jara: 11.12.2023 Hara: 11.12.2023 Jara: 11.12.2023
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CERTIFICATE OF ANALYSIS 65
CEPTHOUKAT AHATH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykrT: Ketopon® Dxernpecc (keroponak) TableTKd, AUcIeprapyeMsle B N0JIoCTH pra, 10 Mr

Batch No / 1 V2302438 Batch Quantity / : 3600000 tab /
Cepnra Ne O06Bem cepun 3600000 Tab
Analytical Report No / : 890001704622 Date of Analysis / : 11.12.2023
AnaauTHyecKnii oTueT No JlaTa aHanu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdara npon3Boacrsa T'onen no

Analysis performed according ND / Anamm3 nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenue Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 70f8/Crp. 7uz 8

14 | Butylhydroxyanisole 0.0965 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0965 mr B TabneTke He menee 0,042 Mr B TabseTke
6YTHIITHIPOKCHAHH30/1A

10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with

15 | Package/ YnakoBka
(PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
omucrepe w3z (ITA/AJIID ¢
Biaronorioturesem/I19BII)

toneru // (IIS/AJ1) dpomsru. Ilo

or 2 blisters with patient information
leaflet in a carton pack. / Tlo 10
tabnetok B 6imctepe u3 (ITA/AJUIID ¢
sraronornorureneM/II9BIT) donsru //
(TI3/AJT) doneru. Ilo 1 uiu 2 6nucTepa
C MHCTPYKIMEH M0 INPHMCHCHHUIO B

134Ky KapTOHHYIO.

2 GnucTtepa ¢ MHCTPYKIMEH IO
NPHMEHEHHUIO B ayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootsetcTBuu ¢ HJI

17 | Storage conditions / Below 25 °C. / Ilpu temnepatype He Beiie 25 °C.

XpaHenue

18 | Shelf life / Cpox roanocTu 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.
* [Ipn BbINYCKE JIEKAPCTBEHHOr0 NpenapaTa KOHTPOJb Ka4ecTBa 110 MoKas3aTe 10 « MHKpobHomoruyeckast
YUCTOTA» MPOBOAMTCS ANt KaxoH 20-0fi cepyM, WIH JJIS OAHOH CepHM B Iojl, B 3aBHCHMOCTH OT TOr0, YTO

HAaCTYIIHT paHbLIE,

Conclusion: APPROVED /
3axumogenne: OJJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykoBoautens

Manoj Kumar
L

Reprint Date /
Hara: 11.12.2023

Remarks: The Product conforms to ND/

[Mpumeuanue: Ilponykr coorBercTByeT TpeboBanusaM HJI
Prepared by / Checked by /
[Moaroroeneno: Shivani ITpoBepeno: Santosh Kumar

»)/ Maurya @

Reprint Date /
Jlara: 11.12.2023

Reprint Date /
JHara: 11.12.2023




Dr.Reddy’s Q:f‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaysr: Keropon™ Skenpece (keToponak) TabiieTkH, AHCTEPrupyembie B NOJIOCTH pTa, 10 Mr

Batch No / : V2302438 Batch Quantity / : 3600000 tab /
|Cepna Ne O6nem cepun 3600000 Ta6
Analytical Report No / : 890001704622 Date of Analysis / : 11.12.2023
|AHaTHTHYECKHH 0T9eT No Jara anajausa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
MaTa npoM3BOICTBA T'onen 10

27.12.2021, uamenenne Ne2 or 11.11.2022)

Analysis performed according ND / Ananu3s nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from

11.11.2022 / uamenenne Nel ot

Page 8 of 8/ Crp- 8 m3 8

API name / HaumenoBanue AD®C:

Ketorolac tromethamine / KeToponaka

Homep cepuy cy6eranumu npoussoautes IJIP:

TPOMETaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npousBoauteas ADC: AEOLELERE
FP Manufacturer API Batch number / FEQA00568

API Manufactured by & country /
Ipoussogurenb ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepu'c Jlaboparopuc Jita., Mumus

Remarks: The Product conforms to ND/

IMpumeuanue: IIponykr coorBeTcTBYeT TpeboBanuam HJL

Conclusion: APPROVED /
3akmovenune: OJJOBPEHO

Prepared by / Checked by /

IToaroroeneno: Shivani

A 1/ Maurya

Approved by: Manager/Executive /

IIposepeno: Santosh Kumar | Onobpeno: Menemiep / Pykosoauresib

Manoj Kumar @u Lﬂ
Ley
.—-f'"-”

Reprint Date /
Jara: 11.12.2023

Reprint Date /
Jara: 11.12.2023

Reprint Date /
Hara: 11.12.2023




