Dr.Reddy’s Q3¢

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon™ Dxenpecc (ketoponak) tabierku, JIMcnieprupyemsole B nonoct pra, 10 mr

Batch No / : V2201405 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6pem cepun 36,00,000 Tab
Analytical Report No / : 890001603155 Date of Analysis / : 23.07.2022
ARanurHyeckuii oryer Ne JlaTa anaansa

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
Marta nponssonacrea I'open no

Analysis performed according ND / Ananus npoBexen 1o HA:
(J1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Pagelof 7/Crp.1m37

No
No

Test / TlokazaTenn

Results / PesyabTaTsl

Specification / Hopma

1

Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrinsle, ninockue
Tabnetku ¢ dackoii, ceTnO-
XENTOro UBeTa ¢ rpaBUpOBKOM
«» Ha OfIHOH CTOpOHE.

Light yellow round flat beveled tablets
with "|' debossed on one side. /
Kpyraeie, niockue TabneTku ¢ dackoii,
CBETNO-XKEJTOr0 LBETA C IPaBHPOBKOIA
«» Ha OZHOIt CTOpOHE.

Identification / IlogiMHHOCTE

Ketorolac / Kemoponak

a) ByuUv/
Y®-cnextpoporomerpus

Complies / CootseTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-cnektpet
NOMJIOIIEHHMS HCTIEITYEMOrO PacTBOpa M
pacTBopa  CTaHAapTHOro  of6pasua
KETOpOJaka TpOMETaMHMHA  JOJDKHBI
HMETh MaKCUMYMBI [TIPY OJHOHK U TOH ke
JUTMHE BOJHHI (£ 2 HM).

Remarks : The Product conforms to ND/
[Ipumeuanue: ITpomyKT cooTsercTyer TpeGopanusm HJT

Conclusion : APPROVED /
3akmwoyenne: OJIOGPEHO

Prepared by /
Iloarorosneno: Req Thakur

e

Checked by /
IIposepeno: Nareél:,fKumar

p—

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoauTes
Pavan Kumar Sharma .7, . .—

- R

Reprint Date /
Jara: 23.07.2022

Reprint Date /
Hara: 23.07.2022

Reprint Date /
JlaTa: 23.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 58166 56001-02

CEPTH®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponykT: Ketopon™ Dkenpece (ketoponak) TabAeTki, AHCNEPrupyemMbie B I0J0CTH pra, 10 Mr

Batch No / : V2201405 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001603155 Date of Analysis / 23.07.2022
AuajguTHYecKHii oTuer No Jdara ananmmsa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jara npousBoxcTsa T'ogen oo

Analysis performed according ND / Ananus nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenernune Nel ot 27.12.2021)

Page20f7/Crp. 2 w3 7

No

Test / IToxasaTenn
Ne

Results / PeayabTaThl

Specification / Hopma

b) By HPLC/ BOXKX

Complies / CoorBeTcTBYET

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  ynepxuBaHus
OCHOBHOTO IHMKa Ha XpoMmarorpamme
HCIILITYEMOTO  pacTBopa  JAOJDKHO
COOTBETCTBOBAThH BPEMEHHM
YAEpXHMBaHUA OCHOBHOIO THKa Ha
XpoMaTorpamme pacTBopa
CTaHZapTHoro ofpasya KeTopolaka
TpOMeTaMUHa (paszmen

«KonuuecTBeHHOE ONpeNeNeHue).

Remarks : The Product conforms to ND/
[Tpumedanue: IpoaykT coorsercTByeT TpeboBanmsam HI[

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Repu Thakur Ipoepeno: Nzés/hKumar Onobpeno: Menemkep / ij’,yxnsonmcnb
; Pavan Kumar Sharma <,
i&%ﬁ/ ' —
Reprint Date / Reprint Date / Reprint Date /
Mara: 23.07.2022 Hata: 23.07.2022 Hara: 23.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia
Tel: +91 40 4900 2300, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s @3¢

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

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

CERTIFICATE OF ANALYSIS  Tel: +9198166 56001-02
CEPTUDUKAT AHAJIU3A www.drreddys.com

E)duct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxr: Ketopon™ Dxenpece (keroponax) Tabnerky, aucneprupyemsie B nonocty pra, 10 mr
Batch No / : V2201405 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001603155 Date of Analysis / : 23.07.2022
AHalIMTHYECKHH oTyeT No JlaTta ananza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
Jara npousBoxacrea TI'ogen oo

Analysis performed according ND / Ananus nposegen mo HJI:

JIII-004929-011119 (amend Nel from 27.12.2021 / msmenenne Nel ot 27.12.2021)

Page3of 7/ Crp. 3 m3 7

No
No

Test / ITokaszaTeas

Results / PesyabTaTi! Specification / Hopma

3

Identification
Butylhydroxyanisole /
IMopnunrOCTHL

Gy THJATHAPOKCHAHH30

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 yrepXHBaHus
NMUKOB  2-OyTHITHIPOKCHAHU30/1a U
3-0yTWIrHApOKCHaHH30Ma Ha
XpoMmarorpamme UCTIBITYEMOTO
pacTBopa HOJKHBI COOTBETCTBOBATH
BpEMEHaM yIEpXKUBaHHUSA MUKORB
2-6yTIITHAPOKCHAHK30M1a H
3-0yTUNTHAPOKCHAHU30 1A Ha
XpomarorpaMmme pacTBopa
CTaHIApTHOTO obpasznua
OyTUNTHAPOKCHAHU30 1A (paznmen
«Conepxanue
O6yTUITHIPOKCHAHU30N1a»).

Average weight / Cpeausis
mMacea

69.1 mg/ 69.1 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr 1o 72,0 mi (70,0 wuu L 4,0 %6).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: ITpomykT cooTseTcTByeT TpeboBanusm HJT 3akarouenne: OJIOBPEHO

Prepared by /
Iloarorosneno: RT\Thakur

W

Checked by / Approved by: Manager/Executive /
IlpoBepeno: Nareslfl,l(umar Onobpeno: Menemxkep / Il’yxoaomrrenb

W/ Pavan Kumar Sharma ".j:\_w;——,/e

=

Reprint Date /
Hara: 23.07.2022

Rceprint Datc / Reprint Date /
Hara: 23.07.2022 Hara: 23.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s @3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Ltq.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIN3A

www.drreddys.com

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

Hpoaykr: Keropon™ Dkenpece (ketoponak) TableTKy, AMCIIeprupyemMble B M0J0CTH pra, 10 Mr
Batch No / : V2201405 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001603155 Date of Analysis / 23.07.2022
AnanaTudecknii oTuer Ne Jara ananusa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
HaTa npoussoacTea T'onen no

Analysis performed according ND / Ananus nposeaen no HJI:

J1-004929-011119 (amend Nel from 27.12.2021 / u3amenenue Nel or 27.12.2021)

Page4 of 7/ Crp. 4 u3 7

l;:) Test / ITokasarens Results / PesyabTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTRYET 18/20 tablets - not more than = 10 %
Onnoponxocrs Macebl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He 6ogee + 10 %
2/20 tabnetok — e 6onee £+ 20 %

5 Disintegration time / 12 sec/ 12 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemocrts

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

. Ci1sH13NO3+C4H| 1 NO; (ketorolac
Unit-2 / Ta6n-2 104% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 102% | 75% Q)  CisHisNO3*C4H NOs

. = (keToponaka  TpoMeTammH)  Yepes
Unit-4 / Tabn-4 102% 15 T
Unit-5 / Ta6a-5 100%

Unit-6 / Ta6bn-6 107%

7 Fineness of Dispersion/
AucnepcHocTs

Complies / CooTreTcTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyercs
OIHOpOIHAs CYCNEH3Us, NPOXOoxAINas
CKBO3b CHMTO C PasMepoOM OTBEpCTHil
710 mEm.

Remarks : The Product conforms to ND/
lpumeuanue: Tpopyxr COOTBETCTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJIOEPEHO

Jara: 23.07.2022

Hara: 23.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IoarororneHo: R‘i u Thakur Iposepeno: Nargsh Kumar Onobpeno: MeHemxep / PykosoauTtesns

i / Pavan Kumar Sharma <fa —
Reprint Date / Reprinl Dale / Reprint Date /

Jlara: 23.07.2022

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: maii@drreddys.com

CIN: L85195AP1984PLCC04507
www.drreddys.com




Dr.Reddy’s ‘,’:"‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,

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

Tel : +91 98166 56001-02

CEPTUDHUKAT AHAJIH3A

www.drreddys.com

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

M poayxr: Keropon™ Dxenpece (ketoponak) Tabnerky, ZHCNIEPrupyemble B MOJOCTH pTa, 10 Mr
Batch No / : V2201405 Batch Quantity / : 36,00,000 tab /
Cepns Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001603155 Date of Analysis / 23.07.2022
Anajguruyeckuii oryer Ne Jara ananuaa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Hata npoussoacrea T'open no

Analysis performed according ND / Anasns nposenen mo HJI:

JII1-004929-011119 (amend Nel from 27.12.2021 / H3Menenue Nel or 27.12.2021)

.

Page50f7/Crp.5u37

8 Related impurities / Poacreennnle npuMecu

ketorolac 1-hydroxy analog /
l-runpoxcuananor
KeTopoJsaka

ketorolac 1-keto analog/
1-keToaHanor keToponaka

Any unidentified impurity /
eAMHMYHas
HEUIEHTUHLMPOBaHHAs
MpUMECh

BDL (Disregard Area 931)

0.06 %

0.05%

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

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

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

Total impurities /
Cymma npumecei

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boga

2.1%

Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OctaTtounbie OpraHUY€eCKHe PACTBOPHTETH

Isopropyl alcohol /
Hsonponanon

2 pg/tab / 2 Mkr B TabneTke

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

Remarks : The Product conforms to ND/
Hpnmeuanue: [Mpoaykr coorsercTByeT Tpebopanusam HJT

Conclusion : APPROVED /
3akmovyenne: OJJIOBPEHO

Prepared by /
Ilogrorosneno: Rertx Thakur

Lo

Checked by /
Ipogepeno: NHICS.FI Kumar

7

S

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

Pavan Kumar Sharma

e

Reprint Date /
Hara: 23.07.2022

Reprint Date /
Hara: 23.07.2022

Reprint Date /
Mara: 23.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Ltq.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,; 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUDUKAT AHAJIM3A

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

Mponyxr: Keropon™ Oxcnpece (keToponak) TADAETKH, INCTIEPrHPYEMBIE B TONOCTH pra, 10 mr
Batch No / : V2201405 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001603155 Date of Analysis / 1 23.07.2022
Anaguraueckuii orger Ne Hara anannza

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
Hara npouspoacrea I'onen no

Analysis performed according ND / Ananus npogexen no HT:

JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 n3 7

! 11 Microbial enumeration tests / Muxkpobuonornyeckas uncrora*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
Count / O6mee uncno Menee 10 KOE/r He 6omee 1000 KOE/r
49PO6HBIX MUKpPO-
OpraHH3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g/
and moulds count / O6imee Menee 10 KOE/r He 6onee 100 KOE/r
YUCIIO APOXKKEBBIX U
TUIECHEBBIX IPHOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyrctByeT OrcyrctBueB 11
12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than
Onnopoanocts 15.0 / TIpnemounoe 3naueune (AV) ne
O3HPOBAHUS 6onee 15,0,
13 Assay / KosinuecTBeHnHOoe 99mg/9.9 mr From 90mg to 11.0 mg of
onpegeneHue (99.3 %) Ci1sH13NO3+C4H, NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 1o
11.0 mr C|5H13NO3‘C4HUNO3
(keToposiaka TpometammuH) (0T 90,0 no
110,0 % or 3asBaenuoro KOnHYecTea) B
L TabneTke
14 | Butylhydroxyanisole 0.0921 mg/tab / Not less than 0.042 mg/tab /
content / Copep:kanue 0.0921 mr B Tabnerke He menee 0,042 Mr B Tabnerke
GyTHATHApPOKCHAHH301a
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: Mponyxr COOTBETCTRYET Tpedosarusam HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Renu Thakur IIposepeno: Naresh Kumar Onobpeno: Menemxep / PykoBoaurens

|
4 A
A

_g_,.,-o e

Pavan Kumar Sharma T

Reprint Date / Reprint Datc /
Hara: 23.07.2022 Hara: 23.07.2022

Reprint Date /
Hara: 23.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 25900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Lty
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDJA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIH3A

Product : Ketorol Ex ress (ketorolac) Orally Disintegrating Tablets 10 m
p g 2 g
Hponykr: Keropon™ IKkenpece (keToponak) TabneTky, mcneprupyemsie B nosoct pra, 10 mr

Batch No / : V2201405 Batch Quantity / : 36,00,000 tab /
Cepna Ne Ob6bem cepun 36,00,000 ta6
[Analytical Report No / : 890001603155 Date of Analysis / 23.07.2022
Anammruyecknii oruer No llaTa ananuza
Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Harta npoussoncrea Tonxen mo

rding ND / Ananus nposened no HJI:

JITI-004929-011119 (amend Ne1 from 27.12.2021 / uamenenne Nel or 27.12.2021)

Labeling / M apKHpoeka

17 | Storage conditions /
Xpanenne
Shelf life / Cpox roavoeru

Page 70f7/Crp. 7 u3 7
10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Mo 10 Tabnerok s
Onucrepe n3 (MA/AIITIS c
Bllaronornorurenem/I12BIT) donery  //
(IT3/AJ) donsru. Mo 1 uan 2 6uctepa ¢
HHCTPYKLMel no npumenenmo s naqyky
KapTOHHYI0.

Package / Ynakoska 10 tablets of

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
mformation leaflet in a carton
pack. / Ilo 10 tabnerox g
Omucrepe m3  (MTA/AJITID c
Blaronornorurenem/[19BIT)
(onsru // (TID/AJ) doasru. To
2 Onucrepa ¢ HHCTpYKLyeli no
pUMEHEHHO B nayky
KapToHHYrO.

in a blister

According to ND / B COOTBETCTBUH ¢ HJJ

Below 25 °C. / Hpu Temneparype He Brime 25 {Cr

2 years /2 rona

* At product release the quality control as per the parameter « Microbial enumeration testsy is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* Ilpu Bomycke JeKApPCTBEr

iHoro npenapara KoHT

POJIb KavecTBa no HOKazaTe o

«Muxkpobnosoraueckag THCTOT) NPOBOANTES XK Kasnoii 20-o0ii cepuu,

B 3ABHCHMOCTH 0T TOro, 4T HacTymur Panbuie.

HJIH AJISE OXHOH cepuu B rog,

Remarks : The Product conforms to ND/
Hpnmeuanne: [Iponykr coorsetcrryer TpeGoranusam HJT

Conclusion : APPROVED /

3akmouecnne; OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Renu Thakur IIposepeno: NaresZ.J(umar OnoGpeno: Memnemkep / P}’FQBOHHTGHI;
%{vy /i/ Pavan Kumar Sharma if_-_;:;_,:—_____,
Reprint Date / Reprint Date / Reprint Date /
Hata: 23.07.2022 Hara: 23.07.2022 Hara: 23.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana

, india

Tel: +91 40 4900 2200, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN. L85195AP138APLLOUASY
www.drreddys.com




