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Dr. Reddy's Laboratories Ltd,
Formulation Unit-€

Vitl. Khol, Nafagarh Road, Badxii,
Distt. Solan, H.B, 173 205, INDjA
Tel: +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

, ANCTIepripyeMble B MONOCTH pra, 10 Mr

Mpoayxr: Keropon™ Dkenpece (keToposak) Tabnerki

Batch No / : V2300188 Batch Quantity / : 36,00,000 tab/
Cepnsa Ne O6bem cepHn 36,00,000 Tab
Analytical Report No / : 890001644536 Date of Analysis / 13.02.2023
AHaIMTHYECKHI 0T9eT Ne Jara aHaausa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
Hdara npoH3BOACTBa Tomen no

Analysis performed according ND / Ananus nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / m3smenenne Nel ot 27.12.2021)

Pagelof 7/Crp. 1 mu37

V®-crnekrpodoToMeTprs

No . g
No Test / IlokasaTess Results / PesyibTaThl Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "' debossed on one side. /
side. / Kpyribie, mnockue Kpyrasie, miockue TabneTku ¢ tackoti,
TabneTky ¢ Qackoit, ceTio- CBETJIO-KENTOTO LIBETa C IPABUPOBKOM
XEJITOTO [[BETa C IPaBUPOBKOM «l» Ha OgHOM CTOpOHE.
«l» Ha O1HO# CTOpPOHE.
2 Identification / IToaJHHHOCTD
Ketorolac / Kemoposax
a) ByUV/ Complies / COOTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekrpst
NOIVIOIIEHUS HCIBITYEMOrO PacTBOpa U
pacTeopa  cTaHiapTHoro  ob6pasua
KETOpOJlaka TpOMETaMUHA  JOJKHBI
UMETh MAKCMMYMEI IIDY OXXHOH Y TOM ke
JUIMHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
[Mpumeuanue: pogykr covisercisyer 1pebosannam 111

Conclusion: APPROVED /
Zaknoucnnc: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ramakant Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosonyrens

@wlw o Manoj Kumar @LLJ
Reprint Date / Reprint Date / Reprint Date /

Hata: 13.02.2023

Jara: 13.02.2023

A a8 43005 G0 o o
L 40 45300 2900, Fax +81

Jlata: 13.02.2023
CiN: L1351
www.drred
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, iNDjA
Tel : 81 98166 5600102
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxyxkr: Keropon™ Dkcnpecc (ketoponak) TabaeTky, AHCHEPIHPYEMBIE B MOIOCTH pTd, 10 mr

Batch No / : V2300188 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001644536 Date of Analysis / 13.02.2023
AnannTHIECKHH 0T9eT Ne JlaTa ananm3a

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
Jara npoH3BoaCTBA Topen g0

Analysis performed according ND / Ananu3s nposenen no HJI:

JITI-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel ot 27.12.2021)

Page2of 7/Crp. 2 u3 7

No

N Test / [Toxa3zaTeab

Results / PesynbTaTsl

Specification / Hopma

b) By HPLC/B2XX

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). / Bpemsa yAepXHBaHWSA
OCHOBHOIO IMMHKAa Ha XpOMaTorpaMme
UCTIBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATS, BpEMEHH
yOEpKUBaHMSA OCHOBHOIO IHKa Ha
XpoMaTorpamme pactBopa
CTaHIapTHOIO KeTopoIaka
TpOMETaMHHa (pasmen
«KoNnUgecTReHHOE OTIPEAC/ICHUE).

obpasua

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYeT Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosiexo: R 'an;(f IMposepeno: Pardeep Kumar Ono6peno: Menepkep / Pyxoeozmmrens

6{} P L Manoj Kumar Moot /i
Reprint Date / ' Reprint Date / Reprint Date /

Jara: 13.02.2023

Jara: 13.02.2023

Jara: 13.02.2023

337, Rosd No. 3
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHAJINU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ——
IMpogyxr: Ketopon™ Dxenpece (keToponak) TabreTKH, JUCTIEPTHPYEMBIE B NIOJIOCTH PT4a, 10 mr
Batch No / : V2300188 Batch Quantity / . 36,00,000 tab /
Cepus Ne O06bem cepun 36,00,000 Tab
Analytical Report No / : 890001644536 Date of Analysis / : 13.02.2023
AnagnTHYecKHH oTyeT Ne Jata apanu3a
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
Jata npoH3BOACTBA Toaen 10
Analysis performed according ND / Auannus nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page3of 7/Crp.3 u3 7

No
No
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopAMHHOCTD butylhydroxyanisole peaks on the
OYTHITHAPOKCHAHU3O0 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). / Bpemena ynepXuBaHHA
MUKOB  2-OyTHITHIAPOKCHAHHM30Ja U
3-6yTWIrHAPOKCHaHHU3012 Ha
XpOMaTorpaMme MCHBITYEMOTO
pacTBopa JIOIKHBl COOTBETCTBOBATh
BPEMEHIM YIACPAABAHNY HARUB
2-0yTUNTUAPOKCHAHK30J1a u
3-6yTWITHAPOKCHAHHU301a Ha
XpoMaTorpaMme pacTBopa
CTaHZapTHOTO obpazua
OyTHITHIPOKCHAHU30J1a (pazpen
«CogepxaHue
6YTHITHIPOKCHAHHU3O0TIA»).

Test / IloxazaTennb Results / Pe3yabTaTbl Specification / Hopma

4 Average weight / Cpeansis 69.2mg/ 69.2 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
Macca 07 67,2 Mrmo 72,8 mr (70,0 Mr £4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[prmenarue: TIpnayxT contrererryer Tpefnraruav HJT Jaxmouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Ramakant IIposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoaurens

’@ﬂ,‘-{-b;ti e — Manoj Kumar w

Reprint Date / Reprint Date / Reprint Date /

Jara: 13.02.2023 _ MHara: 13.02.2023 Jarta: 13.02.2023
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Dr. Reddy's Laboratories Ltd,
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d ~ Formulation Unit-6
r. Red y s '. vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.B, 173 205, INDia,
Tel 1 +51 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Keropon™ xcnpecc (keToponak) TabaeTkH, ANCTEPrUpyembIC B NIOJIOCTH PTd, 10 mr

Batch No / : V2300188 Batch Quantity / : 36,00,000 tab /
|Cepust Ne O6beM cepHH 36,00,000 Tab
Analytical Report No / : 890001644536 Date of Analysis / : 13.02.2023
|AHaguTHYecKRi oTdeT Ne Jarta anajnuza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
JlaTa npoH3BoACTBA I'ogxen 1o

Analysis performed according ND / Ananus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page4of 7/ Crp.4u3 7

1;.? Test / ITokasaTens Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than = 10 %
ONHOPOIHOCTh MaCChI 2/20 tablets - not more than £ 20 % /

18/20 Ttabnetox — He 6Gonee +10 %
2/20 Tabnetox — He Gonee £ 20 %

5 Disintegration time / 18 sec /18 cex Not more than 3 min / He 6osee 3 Mun
Pacniapaemocts

6 Dissolution / PacTBopenHe Unit-1 / Tabn-1 101 % Not less than 75% (Q) of

: Ci15H1sNO3+C4H; 1NOs (ketorolac
Wit/ T 102% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 98% 75% (Q  CisHisNOs*C4HiNO;s

' . (keToponaka  TpPOMETaMMH) — Hepes
Unit-4 / Tadn-4 99% 15 MUH
Unit-5 / Tabn-5 100%

Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CoOOTBETCTBYET A uniform suspension passing through a
JucnepcHocTs 710 um sieve is formed. / O6pasyercs

OHOPONHAS CYCIEH3Us, NPOXONAIIAs
CKBO3b CHTO C pPa3MepOM OTBEPCTHH
710 MKM.

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

IMpumeuanue: Ipoaykt cooTBercTByeT TpedoBanusM HJI 3akmouenne: OJJOBPEHO

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

IMoarorosneno: Ramakant f“ Ipoeepeno: Pardeep Kumar Onobpeno: Meremiep / PykosoauTesib

&dﬁ/ Of/:_ Manoj Kumar i
Reprint Date / Reprint Date / Reprint Date /
Hara: 13.02.2023 Jara: 13.02.2023 Jara; 13.02.2023

had - 500034, Telangana, India
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Dr.Reddy’s Q’:".

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Viil. Khot, Nalagarh Road, Badd;i,
Distt. Salan, H.P., 173 205, INDiA
Tel : +81 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

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

IMpoxyxkr: Keropon" Skenpece (keToposak) TabieTki, AMeneprupyemMple B nojocTH pra, 10 mr

Batch No / : V2300188 Batch Quantity / : 36,00,000 tab /
|Cepua Ne O61eM cepHH 36,00,000 Tab
Analytical Report No / : 890001644536 Date of Analysis / 13.02.2023
AnannTHyecknii oTuer Ne Jata ananusa

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
Jata npoH3BOACTBA I'omen no

Analysis performed according ND / Auanu3s nposesieH 1no H:
JI1-004929-011119 (amend Nel from 27.12.2021 / uzsmenenne Nel ot 27.12.2021)

Page Sof 7/ Crp. Susz 7

8 Related impurities / PogcTeeHHbIe IpuMecH

ketorolac 1-hydroxy analog /
1-runpokcuaHanor

Below LOD (LOD = 0.0010 %) /
Huwxe npeaena obnapyxenus ([10 =

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

KETOpOJaKa 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaJIor KeTopoJiaKa 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6osnee 0,5 %
eqMHIIHAs 0.04%
HeUIeHTU)HLIUPOBaHHAS
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumecei

9 Water / Boga 2.3% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTtaTo4HbI€ OpraHH4yeckne pacTBOPHTEH

Isopropyl alcohol /
Uzonponanon

3 pg/tab / 3 MKT B TabneTKe

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

Remarks: The Product conforms to ND/
[Ipumeuanue: Ilponyxr coorsercTByet TpebosanusaM HJ{

Conclusion: APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ramakant IIpoeepeno: Pardeep Kumar Onobpeno: Menemwxkep / Pykosogurels
d‘ ) ' Manoj Kumar ,{jl
W S B T LLLE
Reprint Date / Reprint Date / Reprint Date /

Jara: 13.02.2023

Hara: 13.02.2023

Jata: 13.02.2023

v Niey
7, Road No.,

3060 2599, &7

40 4500 2890, Fax:
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Dr. Reddy's Laboratories Lig,

Qo
D ’ °® Formulation Unit-6
r. Reddy s ". ; Vil Khot, Nalagarh Road, Baddi,

Distt. Solan, H.B, 273 205, INDiA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS wwuw.drreddys.com
;. CEPTHO®UKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Ketopos™ Dxenpecc (keToponak) TabneTkH, AMCreprupyembie b MOJIOCTH pra. 10 mr
Batch No / : V2300188 Batch Quantity / : 36,00,000 tab /
|Cepun Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001644536 Date of Analysis / : 13.02.2023
AnannTHYECKHH oTdeT Ne JaTa anannsa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
JaTta npou3BoICTBA ToneH 1o
Analysis performed according ND / Ananus nposened no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 n3 7

11 Microbial enumeration tests / MuxpoGuoiornueckas 4yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee 4UciIo He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-

OpraHu3MOB

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

YKCIIO JPOXOKEBBIX H
IUTECHEBBIX IPHOOB

¢) Escherichia Coli NA Shell be absent in I gram /
OtcytctBue B 1 T

12 | Uniformity of dosage units / 3.0 Acceptance value (AV) not more than
OgHopoaHocTs 15.0 / IIpuemoyHoe 3HaueHue (AV) He
03U POBAHHA 6onee 15,0.

13 | Assay/KoauyecTBeHHOE 9.9 mg/9.9 mr From 9.0mg to 11.0 mg of
omnpeaeseHHe (98.6%) C15H3NO3°C4H;1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 110
11,0 Mr CisH13NO3+*CsH1NOs
(xeToponaka Tpomeramuu) (ot 90,0 1o
110,0 % OT 3aABNEHHOIO KONHHYECTBA) B

TabeTKe
14 | Butylhydroxyanisole 0.0960 mg/tab / Not less than 0.042 mg/tab /

content / Comepxanue 0.0960 Mr B TabneTke He menee 0,042 Mr B TabneTke

6yTHJlFH}.IpOKCH2HH30J]2
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tipnmeuanue: [Tponykr coorsercTBYeT TpeboBanuaM HJL 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosieno: Ramakant IMporepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoaurens

@w&@ﬂ ; c:if _ Mg - S

Reprint Date / Reprint Date / Reprint Date /
Hara: 13.02.2023 Jara: 13.02.2023 Hara: 13.02.2023
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Dr. Reddy's Laboratories Ltd,
Eormulation Unit-&

vill. khol, Nalagarh Read, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 88166 56001-02
www.drreddys.com

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopon”™ Dkenpece (keTroponak) TabneTky, AHCEPrupyempie B roj10CTH pTa, 10 mMr

Batch No / : V2300188 Batch Quantity / : 36,00,000 tab /
Cepug Ne 0O0neM cepuu 36,00,000 Tab
Analytical Report No / : 890001644536 Date of Analysis / 13.02.2023
AnanaTudecknii oTyeT Ne Jara anaausa

Date of Manufacture / : Jan.2023 Date of Expiry / Dec.2024
Mara npou3BOACTBA T'ogen no

Analysis performed according ND / Ananus nposenen no HJL:

JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel or 27.12.2021)

Page 7of 7/Crp. 7Tu3 7

15 | Package/ Ynakopka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil / (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 TabneTok B
information leaflet in a carton | Omdcrepe n3 ITA/ATITTD c
pack. / Tlo 10 Tabnerox B prnarornornorutenem/I19BIT) donbru  //
onucrepe u3  (ITA/AJVIID ¢ | (TI9/AJ]) onsru. Ilo 1 win 2 6nMcTepa ¢
pnaronornoTureaem/IISBIT) MHCTPYKLMEH MO NPHMEHEHMIO B IMAYKY
doneru // (II3/AJ1) donsru. Ilo | kapTOHHY'O.

2 6nMcTepa ¢ MHCTPYKIMEH M0
PAMEHEHHIO B NELINY
KapTOHHY1O.
16 | Labeling / MapkupoBka According to ND / B coorserctBuu ¢ HJI
17 | Storage conditions/ Below 25 °C. / Ilpu Temneparype He Bbiitie 25 °C.
Xpanenue
18 | Shelf life / Cpok roamocTu 2 years /2 rofia

* 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.
* IIpn BbINyCKe JeKaPCTBEHHOro NpenapaTra KOHTPOJb KayecTBa M0 M0Ka3aTe 10

«MUKpPO6HOTOTHYECKAS YHCTOTAY» HNPOBOXUTCH IS Kax10i 20-0H cepHH, HIH 1S O[{HOH cepHH B Iof,
B 3aBHCHMOCTH OT TOF0, 4YTO HACTYIIMT paHblIe,

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeuanse: [Ipoaykr coorser

crayer Tpebosanuam HII

Zaxmouenne: OJJOBPEHO

Prepared by /
ITogrorosneno: Ramakant

e

Checked by /
[Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemkep / PyKoBoauTes
Manoj Kumar *hﬂ

Reprint Date /
Jara: 13.02.2023

Reprint Date /

Reprint Date /
Jara: 13.02.2023

www. drieddys.com




