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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIM3A

Distt. Sofan, H.P., 173 205, INDIA

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

Tei T +91 981bb 5o001-UZ =—
www.drreddys.com
Y l(i?Ml‘

Ipoaykt: Keropon“ Dkenpece (keToponak) TabieTkH, AUCTIEprupyeMble B MOJOCTH pTa,

Batch No / : V2101793 Batch Quantity / : 252.000 KG
Cepus No O6beM cepuu

Analytical Report No / : 890001552702 Date of Analysis / : 29.10.2021
AnanntHyeckuii oryer Ne JMara ananunza

Date of Manufacture / : Oct-2021 Date of Expiry / ¢ Sep-2023
JlaTa npousBoacTBa T'ogen oo

Analysis performed according ND / Anaau3 nposegen no HJL: JII1-004929-011119

Pagelof 6/Crp. 1136

No . . "
‘No Test / [TokazaTens Results / Pesynbrtathl 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. / Kpyrnsie, miockue Kpyrnbie, nnockue TabneTku ¢ (ackoi,
Tabnetky ¢ ¢ackoii, creTIIO- CBETJIO-XKENTOTO L[BETa C PaBUPOBKOI
JKEJITOTrO LUBETA C PaBUPOBKOIA «l» ra onHOM CTOpOHE.
«» Ha OJ[HO¥ CTOpOHE.
2 Identification / IloaniMHHOCTB
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). / V®-cnekTpsl
MOTJIOUIEHUsI UCTIBITYEMOTO PacTBOpa 1
pacTBopa  craHmapTHoro  obpasua
KETOpoJiaka TpOMeTaMHHA  JOJDKHBI
HMMETh MAKCUMYMBI IIPH OJIHOM U TOH ke
IUTMHE BOJHBI (£ 2 HM).

Y®-cnekrpodoTomeTpus

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanue: IlponykT cootBeTcTBYET TpeboBanusam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: IIpoeepeHo: Ono6peHo: Menemwxkep / PykoBoaures
Ankit / Himesh KW Abhishek Chauhan

Print Date / Print Date / Print Date /

Hara: 29.10.2021 Jara: 29.10.2021 JHara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUOPUKAT AHAJIM3A

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg I P S
Hpoayxr: Keropon® Dkcnpece (keroponak) TabieTku, IMCrIeprupyemblie B nonon,c}1ﬁe[§11§iavslci it
Batch No / : V2101793 Batch Quantity / 1 252, 000 KG
Cepus Ne O0BeM cepun

Analytical Report No / : 890001552702 Date of Analysis / 29.10.2021
AHanuTHYECKHH oTyeT Ne JlaTa ananmnsa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa mpou3BoaCTBa T'onen g0

Analysis performed according ND / Ananu3 nposeaen o HJL: JIIT-004929-011119

Page2 of 6/ Crp. 2 u3 6

No
No

Test / Iloka3zaTennb

Results / PesynbTaTh!

Specification / Hopma

b) By HPLC / BDXX

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). / BpeMmsa yaepxuBaHuA
OCHOBHOIO MHKa HAa XpOMarorpamme
UCILITYEMOTO  pacTBOpa  JOJKHO
COOTBETCTBOBATh BpEMEHHU
yIOEpXKMBAHUS OCHOBHOTO TIMKAa Ha
XpoMaTorpaMmme pacTBOpa
CTaHIapTHOTO KeTopoJiaka
TpOMETaMHHa (paznen
«KoauuecTBEHHOE ONpeIeNICHUEY).

obpasua

Remarks :

The Product conforms to ND/
[Tpumeuanue: IIpoayKkT cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmwuyenne: OJIOBPEHO

Hara: 29.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorornexo: IIposepeHo: Ono6peno: Menemxep / PykoBoauTens
Ankit é Himesh W Abhishek Chauhan A) //

a i~
Print Date / Print Date / Print Date /

Hata: 29.10.2021

Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Emai!: mail@drreddys.com
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Dr’ Reddy S L CERTIFICATE OF ANALYSIS  Vvill. Khol, Nalagarh Road, Baddi,
CEPTUO®UKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg :VFJVW &:re ddys -fg " e
Tpoayxr: Keropon" Okcnpecc (keToponak) TabneTKH, ANCTEPrHpyeMble B MoJIoCTH ptra, 10 mr
Batch No / : V2101793 Batch Quantity / : 252.000 KG
Cepust Ne O0Bem cepuu
Analytical Report No / : 890001552702 Date of Analysis / : 29.10.2021
AHANUTHYECKHI oTueT No JlaTa anaanza
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npounsBoacrBa Tonen no
Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-004929-011119

Page3 of 6 /Crp.3 u3 6

No
Ne
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
Iloa/IMHHOCTB butylhydroxyanisole peaks on the
Oy THIrHAPOKCHAHU30JI 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 yIepKHBaHH:
MUKOB  2-6yTHIrMOpOKCHMAaHM30Ia U
3-6y TWITHIPOKCHaHU30J1a Ha
XpoMarorpamMme HCIIBITYEMOTO
pacTBopa HOKHBL COOTBETCTBOBATh
BpEMEHaM yIEpKUBaHUA TKOB
2-GyTHITHAPOKCHAHU30I1a "
3-6yTUITHAPOKCUaHKH30M1a Ha
XpoMaTorpaMmme pactBopa
CTaHJapTHOIO obpa3sua
6YTUNTHAPOKCHAHU301a (paznen
«Copnepxanue

Oy THIATHAPOKCHAHU30TIaR).

Test / [lokazaTenb Results / PesynbTaThbi Specification / Hopma

4 Average weight / Cpeanss 68.7 mg / 68.7 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr go 72,8 mr (70,0 Mr £ 4,0 %).

Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTH MACChI 2/20 tablets - not more than + 20 % /
18/20 Tabaerok — He Gomee + 10 %
2/20 Tabnetok — He 6onee x 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeyanue: [Ipoaykr coorseTcTBYET Tpebobanuam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[oaroroineHo: IIpoeepeHO: n Ono6peno: Menemxep / PykoBoanTE b
Ankit @f‘ Himesh W:‘Abhjshek Chauhan Z/ ’

Print Date / Print Date / Print Date /
Jata: 29.10.2021 Jlara: 29.10.2021 Jara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: 431 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507
www.drreddys.com
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CEPTUO®UKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e ]
@ www.drreddysIta)m
MpoaykT: Ketopon" Dxcnpece (keroponakx) TabaeTky, JUCEprUupyemble B ONOCTH pra, 10 Mr
Batch No / : V2101793 Batch Quantity / : 252.000 KG
Cepus Ne Obbem cepun
Analytical Report No / : 890001552702 Date of Analysis / : 29.10.2021
AHaauTHYECKHIT oTueT No JlaTa anann3za
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa npou3BoacTBa Tomen no
Analysis performed according ND / Anajiuz nposenen no HJI: JI[1-004929-011119
Page 4 of 6/ Ctp. 4 u3 6
1}(: Test / ITokazaTenn Results / PesyabTaThl Specification / Hopma
5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 mun
Pacnanaemocthb
6 Dissolution / PacTBopeHnue Unit-1/ Tabn-1 103 % Not less than 75% (Q) of
. C15sH13NO3+C4H | 1NO; (ketorolac
Unit-2 / Tabn-2 Ol v tromethamine) in 15 min / He Menee
Unit-3 / Ta61-3 95% 75% (Q  CisHisNO3*CsHiiNOs
. (keToponaka  TpPOMETaMHMH)  uepe3
Unit-4 / Tabn-4 107 % 15 Mun
Unit-5 / Ta6n-5 106%
Unit-6 / Tabxn-6 106 %
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
HAucnepcHocTh 710 pm sieve is formed. / O6pazyeTcs
OJHOPOIHAs CYCHEH3Ws, MPOXOAALIas
CKBO3b CHTO C pPa3MepoM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTBennble npumecu
ketorolac 1-hydroxy analog / BDL (Disregard Area 924) Not more than 0.5 % / He 6osee 0,5 %
1-rugpoxcuananor
KeToponaka
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-KkeToaHanor keTopojaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eMMHUYHAsA
HenaeHTHOHLIMPOBaHHAS
npHMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeyanue: IlpoaykT cooTBeTcTBYET Tpebosanusm HJL 3akaoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeseHo: IIpoBepeHo: | Onobpeno: Menemxep { PykoBoaurens
Ankit é&/ Himesh Wf + | Abhishek Chauhan ‘
4
Print Date / Print Date / Print Date /
Hara: 29.10.2021 Hata: 29.10.2021 Hara: 29.10.2021

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
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg el T;l BZ;OO'%UM_U‘
Ipoayxr: Keropon™ Dkcnpecc (keToposak) TabNeTky, AUCIEPrupyeMble B nMCI)W(%Tlr/lr%TaYSI PMr
Batch No / : V2101793 Batch Quantity / : 252.000 KG
Cepus Ne Oo0nem cepun

Analytical Report No / : 890001552702 Date of Analysis / : 29.10.2021
AHauTHdecknii oTuer Ne JlaTa ananu3a

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jdara npou3BoJcTBa I'open no

Analysis performed according ND / Ananau3 nposegen nmo HJI: JI[1-004929-011119

PageSof6/Crp.5u3 6

No

No Test / IloxasaTenn Results / PesyabTatsl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Bona 22 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbIe OpraHuyecKHe pacTBOPUTESH

Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
H3zomnponanon He 6onee 350 Mkr B TabneTke

11 | Microbial enumeration tests / Mukpo6uosiornuyeckast Y4HcTOTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1uge 4ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHUKPO-

OpraHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6uee Menee 10 KOE/r He 6onee 100 KOE/r

YHCJIO IPOXOIKEBBIX U
IJIECHEBBIX l"pPI60B

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OtcytctBUe B 1 T
12 Uniformity of dosage units / 9.0 Acceptance value (AV) not more than
OanopoaHOCTD 15.0 / ITpuemouHoe 3Ha4eHue (AV) He
J03MpPOBAHHSA 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIponykT cooTBercTByeT Tpedopanusam HJI 3akmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noaroroeneno: IIpoBepeHo: _| OnoGpeno: Menemxkep| PykoBoautens
Ankit X Himesh KW—’Abhishek Chauhan /({
o 3
Print Date / Print Date / Print Date /
Hata: 29.10.2021 Jara: 29.10.2021 Hara: 29.10.2021
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg \T\;V;V\:;:rzz(;;:cjoor;urw ]
Ipoaykr: Ketopon® Dxcnpece (keToposak) TabneTkH, AMcneprupyeMble B MONOCTH pTa, 10 Mr
Batch No / : V2101793 Batch Quantity / : 252.000 KG
Cepns Ne Ob6bem cepun
Analytical Report No / : 890001552702 Date of Analysis / ¢ 29.10.2021
AHaJIuTHYECKHI oTUeT No JlaTa ananu3za
Date of Manufacture / : Oct-2021 Date of Expiry / ¢ Sep-2023
JlaTa npou3BoacTBa Toaen g0
Analysis performed according ND / Anann3 nposeaen no HJI: JIT1-004929-011119

Page 6 of 6 / C1p. 6 u3 6

1}00 Test / IlokazaTensn Results / PesyabTaThl Specification / Hopma
13 Assay / KosinyecTBeHHOE 10.2 mg/ 10.2 Mr From 90mg to 11.0mg of
onpeaeieHue (102.0 %) Ci1sH13NO3°C4H; INOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
ao 1 1,0 Mmr C15H13NO3'C4H1 1NO3
(xetoponaka tpomeramuH) (ot 90,0 no
110,0 % oT 3a4BNCHHOTO KONMYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0966 mg/tab / Not less than 0.042 mg/tab /
content / CoaepkaHme 0.0966 mr B Tabnetke He menee 0,042 mr B TabneTke
OyTUJIrMAPOKCHAHU30/12
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. / Ilo 10
information leaflet in a carton | Tabnerok B 6nuctepe us (ITA/AJI/TID ¢
pack. / Tlo 10 Tabnerok B | Bmaromormotutenem/[IDBIT) donsru //
6mucrepe w3 (IIA/AJ/TID ¢ | (II3/AJT) donsru. Tlo 1 unu 2 6nuctepa
BiaronornotureneM/[13BIT) C MHCTPYKIHEH II0 NpUMEHEHUIO B
doneru // (II3/AJT) doneru. [To | mauky KapTOHHYIO.
2 6nuctepa ¢ UHCTPYKLHeld 1o
HNPUMEHEHHUIO B navyKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B coorerctBuu ¢ H]
17 | Storage conditions / Below 25 °C. / IIpu Temnepatype He Boiwe 25 °C.
Xpanenue
18 | Shelf life / Cpok roanocTu 2 years/ 2 roza

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT coorseTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noxaroroeneye: [IporepeHo: e Opobpeno: MeHemxep / PykoBoauTenb
Ankit @ Himesh gj//’ Abhishek Chauhan p

Print Date / Print Date / Print Date /

Hara: 29.10.2021 Hara: 29.10.2021 Jara: 29.10.2021
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