Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIN3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Keropon®™ Dkcnpece (keToponak) TableTky, ANCTIEPIUPYEMBIE B MOJIOCTH pTa, 10 Mr
Batch No / : V2200022 Batch Quantity / : 252.000 KG
Cepus Ne Oo6bem cepun
Analytical Report No / : 890001567799 Date of Analysis / : 20.01.2022
AHAJTHTHYECKHIH oTyeT No JlaTa anannza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npou3BoacTBa T'omen no
Analysis performed according ND / Ananus nposegen mo HJI: JII1-004929-011119

Pagel of 6/ Crp. 1u3 6

1;.00 Test / IlokasaTens Results / PesynbraTsl 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. / Kpyrneie, nrockue Kpyrnble, miockue TabneTku ¢ Gackoi,
TabneTku ¢ Gackoii, cBeTiIO0- CBETJIO-XKENTOrO LBETA C I'PaBUPOBKOM
KeJITOro LBETa C rPaBUPOBKO «l» Ha OJHOM CTOpOHE.
«l» Ha OIHOI1 cTOpOHE.
2 Identification / [loanuHHOCTH
Ketorolac / Kemoponak
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®-cnekrpsl
NOTTIOMIEHNS HCIIBITYEMOTO pacTBoOpa U
pacTBopa _ cTaHgapTHoro  obpasua
KETOpOonaka TpOMeTaMHHA  IOJIXKHBI
HUMETh MaKCUMYMBI [TPY OLHOH U TOH ke
JUTHHE BOJIHBI (£ 2 HM).

VY®-cnextpodoTromMeTpus

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneHo: f ITposepeHo: > | Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar == Himesh W Pawan Kumar %-'

Sz
Print Date / Print Date / Print Date / '
Hara: 20.01.2022 [Hara: 20.01.2022 Jara: 20.01.2022

Regmstered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, Tndia
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxykr: Keropon" Brenpece (keToponak) Tabnerku, Jucrepriupyemble B MoJOCTH pTa, 10 Mr
Batch No / : V2200022 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun
Analytical Report No / : 890001567799 Date of Analysis / : 20.01.2022
AHanuTuyeckui oTyet Ne Jata anannza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npon3BojacTea T'onen no
Analysis performed according ND / Ananu3 nposexen mo HJI: JIT1-004929-011119

Page2 of 6/ C1p.2n3 6

No

No Test / Iloka3zaTenn

Results / PesyabTaThl

Specification / Hopma

b) By HPLC / B9XKX

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). / BpeMms ynepXxuBaHus
OCHOBHOT'O IIHKa Ha XpOMAaTorpaMmme
UCTMIBITYEMOIO  pacTBOpa  AOJDKHO
COOTBETCTBOBAThb BpeMeEHH
yOepXHBaHHS OCHOBHOTO THKa Ha
XpoMaTtorpaMme pacTBopa
CTaHIapTHOro KeToponaka
TpOMETaMMHa (pazmen
«KonuuecTBeHHOE ONpe/e/ieHHEY).

obpasua

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cootreTcTBYET TpeBGoBanusm HJI

Conclusion : APPROVED /
3axmouyenue: OJIOBPEHO

Prepared by /
TloarotrorneHo:
Pardeep Kumar

e

Checked by /

IIpoBepeHo:
Himesh W

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens

Pawan Kumar %

Print Date /

Hara: 20.01.2022

Print Date /
Harta: 20.01.2022

Print Date /
Jara: 20.01.2022

Rezistered OF

1cer 5-2-335 7, Road No. 3, Banjara Hills, Hyderabad - 3T0U33, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpece (xeToposiak) TabieTku, AUCIIEPIUPYEMBIE B MOIOCTH pTa, 10 Mr
Batch No / : V2200022 Batch Quantity / : 252.000 KG
Cepusa No O6bem cepuu
Analytical Report No / : 890001567799 Date of Analysis / : 20.01.2022
AnanuTuyecknii oTuet Ne Jara ananusza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTa npon3BoAcTBa T'onen no
Analysis performed according ND / Ananns nposexen no HJI: JIT1-004929-011119

Page3 of 6/ Ctp.3 136

No

Test / IToxa3aTeanb
No

Results / PeayabTaThl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IMoaannHoCTL

Oy THATHAPOKCHAHH30

Complies / CooTBeTCTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 ynepXuBaHHA
NUKOB  2-OyTHITHAPOKCHAHHM30JIAa H
3-OyTHArHAPOKCHAHHM30I1a Ha
XpOMaTOTrpaMme HCMBITYEMOTO
pacTBopa HOIDKHBl COOTBETCTBOBATH
BpeMeHaM YAEpKUBAHUS TIHKOB
2-OYTHATHIPOKCHAHU301A U
3-OyTWIrHIPOKCHAHU30IIA Ha
XpOMaTorpaMmme pacTBopa
CTaHAAPTHOTO obpazsia
OyTUATHIPOKCHAHU30Ia (pazpmen
«Copepxanue
OYTHIATUIPOKCHAHU30Ja»).

Average weight / Cpennsin
macca

69.7 mg / 69.7 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
01 67,2 Mr o 72,8 mr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OnaHopoaHOCTBL Macchl

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 rabneroxk — He 6Gonee + 10 %
2/20 Tabnerox — He 6omnee + 20 %

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanue: IlponykT coorBercTByeT TpeboBanmsam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroronexo: (_i IlpoBepeno: —.| OnobpeHo: Menemxkep / PykoBoaurens
Pardeep Kumar = Himesh Pawan Kumar !’[?

Print Date / Print Date / Print Date /

Hara: 20.01.2022 Hara: 20.01.2022 Jara: 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



@e
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon" Dkenpece (keToponak) TabneTkH, AMCTIEPTMPYEMBIE B TIOJIOCTH pTa, 10 Mr

Cepusa Ne

Batch No / : V2200022 Batch Quantity / : 252.000 KG

O6nem cepun

AHanuTHYecKHIT oTueT Ne

Analytical Report No / : 890001567799 Date of Analysis / : 20.01.2022

JlaTa ananusza

JaTta npon3BoacTBa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

Tonen no

Analysis performed according ND / Anaans nposegen no HJI: JIT1-004929-011119

Page4 of 6 /Crp.4u3 6
1;.00 Test / [lokazaTenan Results / PesyabTaThl Specification / Hopma
5 Disintegration time / 00 min 25 sec / 00 muH 25 cex Not more than 3 min / He 6onee 3 mMuu
Pacnagaemoctsb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 103% Not less than 75% (Q) of
. C15sH13NO3C4H 1 NO;3 (ketorolac
Unit-2 / Tabn-2 102% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% | 75% (Q  CisHisNO3*C4HiNO;s
. (xeToponaka  TpOMETaMHH)  Hepe3s
Unit-4 / Ta6n-4 104% L
Unit-5 / Ta6n-5 103%
Unit-6 / Tabn-6 104%
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
ducnepcHocTh 710 um sieve is formed. / O6paszyercs
OIHOpOAHAsA CYCIIEH3Ms, MPOXOISIUAs
CKBO3b CHTO C pa3sMepoM OTBEPCTHIA
710 MKM.
8 Related impurities / PoacTBeHHBIe puMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcuasaior
KeToponaka
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaJIor KeTopoJiaka
Any unidentified impuriry / , Not mare than 01 § % / He finnee 05 %
eIUHUYHas 0.03%
HeUJeHTU()UIHpOBaHHAas
npUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanwue: Ilpoaykr cooTBeTcTBYeT TpebGoBanuam HJT 3axmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: D IlpoBepeHo: ___, | Onobpeno: Menemxep / Pykoroautens
Pardeep Kumar (:‘( e Himesh W) Pawan Kumar L
Prinl Dale / Print Date / Print Date / :
Hara: 20.01.2022 Jlara: 20.01.2022 Hara: 20.01.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Dkenpece (ketoposiak) TabneTky, AUCTIEprUpyEMBIE B TIOJIOCTH pTa, 10 Mr
Batch No / : V2200022 Batch Quantity / : 252000 KG
Cepna Ne Obbem cepun
Analytical Report No / : 890001567799 Date of Analysis / : 20.01.2022
AHaJJHTHYeCKHH oTdeT Ne Jara ananmsa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTta npon3BoacTea TI'ogen oo
Analysis performed according ND / Anasm3 nposexen mo HJ: JI[1-004929-011119

PageSof6/Crp.5u3 6

‘1:.00 Test / TlokasaTenn Results / PesynbraThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumMeceit

9 Water / Bona 2.4% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHble OprannuecKue pacTBOPUTENH

Isopropyl alcohol / 3 pg/Tab Not more than 350 pg/tab /
H3zonpomaHos He 6onee 350 Mkr B Tabnetke

11 | Microbial enumeration tests / MukpoGHoioru4yeckast YuCTOTA

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1ee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3p0oOHBIX MHKPO-

OpraHu3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / OGuiee Menee 10 KOE/r He 6onee 100 KOE/r

YHCIIO APOAGKEBBIX U
IUIECHEBBIX IPUOOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTcTBYET OrcytctBUE B I T
12 | Uniformity of dosage units / 4.9 Acceptance value (AV) not more than

OnHopoaHocTh 15.0 / IIpuemounoe 3HaueHue (AV) He
J03UpPOBaHUA 6onee 15,0.

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

ITprmeyanne: IIpoaykT cooTBeTcTBYeT TpeboBanuam HJI 3axarouyenne: OJOBPEHO

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

ITonrororneno: IlpoeepeHo: Onobpeno: Menemxep / Pykosogurens

Pardeep Kumar Qf———/L : Himesh K%l,,/—%awan Kumar ?

Print Date / Print Date / Print Date /

Hara: 20.01.2022 J_I[am: 20.01.2022 Hara. 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon®™ Okcnpecc (keToponak) TabIeTKy, MCIEPrMPYEMbIE B TIOJIOCTH pTa, 10 Mr
Batch No / 1 V2200022 Batch Quantity / : 252.000 KG
Cepust Ne O6beM cepuu
Analytical Report No / : 890001567799 Date of Analysis / : 20.01.2022
AHanuTHYeCcKHH oTyeT Ne Jlara anam3sa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara nponsBoacTea I'onen no
Analysis performed according ND / Ananms nposenen mo HJI: JITT-004929-011119

Page 6 of 6 / Ctp. 6 m3 6

1;00 Test / [Ioka3aTenb Results / PesyabTathl Specification / Hopma
13 | Assay/KoanyecTBeHHoe 9.8 mg/9.8 Mr From 90mg to 11.0mg of
ompenesieHHe (98.5 %) Ci1sHisNO3*C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 1 1,0 Mmr C15H13NO3°C4H1 1NO3
(xeToponaka TpoMeTamuH) (oT 90,0 oo
110,0 % oT 3asABNEHHOTO KOJIUYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0934 mr B Tabnerke He menee 0,042 mr B Tabnetke
6y THIITMAPOKCHAHU30J1a
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina blister 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. / ITo 10
information leaflet in a carton | Tabnetok B 6muctepe u3 (IIA/AJI/IID ¢
pack. / Ilo 10 Ttabnerox B | Baaromornotutenem/IIDBII) ¢onsru //
6nucrepe u3 ([A/AJVIID c¢ | (I13/AJ1) donpru. ITo 1 unu 2 6nucrepa
BnaronornotureneM/[I13BIT) C HHCTpYKIMeH M0 NpUMEHEHUIO B
domeru // (IT3/AJT) ponsru. Tlo | mauky KapTOHHYIO.
2 Onucrepa ¢ MHCTpYKUMEH 1o
IPHMEHEHHUIO B nayky
KapTOHHYIO.
16 Labeling / Mapkupogka According to ND / B cootBeTcTBHE ¢ H]T
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbliiie 25 °C.
XpaneHue
18 | Shelf life / Cpok roanocru 2 years /2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpogykT cooTBeTcTBYeT TpeboBanusm HJL 3akaoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: c;f IIposepeno: __—+-Onobpeno: Menemxep / Pykosoauress
Pardeep Kumar — Himesh KM Pawan Kumar X_’,

Print Date / Print Date / Print Date /

Jara: 20.01.2022 Jara: 20.01.2022 Jara: 20.01.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com



