Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hposyicr: Keropon™ Skenpece (ketoponak) Tadierky, AHCNEPrUPYEMBIC B ONOCTH pré, 10 Mr

Batch No / : V2302441 Batch Quantity / : 3600000 tab /
Cepnsn Ne Q6Bem cepun 3600000 Tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AHanuTHYECKHH oTueT N2 Hara anannsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npoH3B0OACTBA T'open go

Analysis performed according ND / Anayiu3 npogejen no HI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend NeZ from 11.11.2022 / u3menenye Nel ot

27.12.2021, uamenenne Ne2 or 11.11.2022)

Page1of8/Cip.1u3 8

No

No Test / Ioxa3zaTens

Results / Pe3ynbTath! 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. / Kpyrble, miockve | Kpyrable, ruockue Tabnetkn ¢ $ackoi,
TabaeTkn ¢ (acKoi, CBETO- | CBETJIO-KENTOro LBETa € rpaB¥pOBKOH
JeJNTOTO 1(BETa C TPaBHPOBKOM | «I» Ha OZHO# CTOpOHE.

«l» Ha OfiHOM CTOPOHE.

2 Identification / [ToAMHHHOCTH

Ketorolac / Kemoponax

a) ByUv/
V®-cnekTpodoTOMETPUS

Complies / COOTBETCTBYET UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpel
MOIJIOIEHUs UCTILITYEMOT0 PacTBOpa U
pacTBopa  CTaHgapTHOro  obpasua
KeTopojiaka TpOMeTaMyHa  OJKHBI
HMeTb MAKCHMYMBI P OJHOM U TOM e
IUTMHE BOMHBI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeyanue: [Ipoaykt coorreTcTByeT Tpebopansm HI 3axmwouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
]lonrorosneno: Pravesh Rana | [Iposepeno: Santosh Kumar | Oao6peno: Menemiep / PYKOBOAMTEND

Maurya A~ Manoj Kumar

= J p
- -

Reprint Date / Reprint Date / Reprint Date /
Jara: 13.12.2023 Jara: 13.12.2023 Hara: 13.12.2023

Joad, Telanpana, India
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[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxykr: Keropon™ Sxkenpecc (keToponak) Tabnerks, gucrneprupyemsie B noiocTy pra, 10 mr

Batch No / 1 V2302441 Batch Quantity / : 3600000 tab /
Cepnn Ne Obrem cepumn 3600000 rab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AnajurHyecknii oryer No aTa aHaanza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npon3BoaCcTRA Tonen xo

Analysis performed according ND / Auanu3 nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, uamencuue No2 ot 11.11,2022)

Page2of 8 /C1p. 2 n3 8
Test / Moka3zaTens Results / Pe3ynsraTel 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). / Bpema ypmepxusaHHs
OCHOBHOIO MMKa Ha XpOMaTOrpamMe
UCMBITYCMOrO  pacTBOpa  HOJIXKHO
COOTBETCTBOBATH BpeMEHH
YOCPXKUBAHHUSI OCHOBHOTO MMKA Ha
Xpomarorpamme pacTtBopa
CTaHJapTHOro ofpa3lla KeTopoJsiaka
TpOMETaMHUHa (paznmen
«KOo/HIeCTBEHHOE ONPCACICHUEY).

No
No

Remarks: The Product conforms to ND/ - Conclusion: APPROVED /
Ilpumeuanue: Ipoaykr cooreercrByeT Tpebopanuam HJT 3axmouennc: QJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxroroeneno: Pravesh Rana | IIposepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosoautens

Maurya CW Manoj Kumar @ ﬂ

Reprint Date / Reprint Date / Reprint Date /
Jara: 13.12.2023 Hara: 13.12.2023 Hara: 13.12.2023

flamibored Office: 8-2-327, Boad Mo B, Banjara Hille, Hyderatall - 500034, Telhnenna, Inilia

Tol: <81 30 4900 2900, Fay: =31

wwwidrreddys.com



Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS : |\- 181 OR16E

CEPTHOUKAT AHAJI3A sevarw,drrerddys.con

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Oponykt: Keropon™ Dxenpecc (ketoponak) tabnerks, Aucneprupyembie B nonoctu pra, 10 Mr

Batch No / : V2302441 Batch Quantity / : 3600000 tab /
Cepust Ne Obbem cepnn 3600000 Tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AHaJHTHYECKHI oT4eT Ne Hara anamisa

Date of Manufacture / : 1172023 Date of Expiry / : 1072025
Jarta npon3BoAcTBA Copen 10

Analysis performed according ND / Auanu3 nposencn no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or
27.12.2021, m3menenne Ne2 or 11.11.2022)

Page3 of 8 /Cip.3u3 8

i? Test / ITokazarens Results / PeaynesTaTh! Specification / Hopma
3 | Identification Complics / CoorseTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INoaxnnHHOCTH butylhydroxyanisole peaks on the
| GYTHArIAPOKCHAHM30 chromatogram of the {est solution

should correspond by the retention times
to 2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpemeHna yaepxHBaHus
MUKOB  2-OYTHITHAPOKCHAHU3ONA W

3-6yTUNrHOPOKCHAHHM30JIA Ha
Xpomarorpamme HCIILITYEMOTO
pacToopa AOJDKILI  00O0TDOTGTDODATL
BpcMeHam YAep:KUBaHUA NIMKOB
2-6y TWITHAPOKCHAHH30JIA “
3-6yTHArHAPOKCHAHU301a Ha
XpoMarorpaMmme pacTBopa
CTaHIapTHOTO obpasna
OyTUNrnApPOKCHAHKM30JIA (pazmen
«Copeprxanue

Oy THILMUPOKRCHAH B0 1Y)

4 Average weight / Cpeausis
macca

69.0 mg/ 69.0 mr

67.2 mg to 72.8 mg (70.0 mg +4.0 %)./
Ot167,2 mr po 72,8 mr (70,0 Mr = 4,0 %).

Remarks: The Product conforms to ND/
[lpumcuanne: [Nponykr coorsercTByeT TpeGosanuam HIL

Conclusion: APPROVED /
3axmoucane: OJOBPEHO

Prepared by / Checked by /
ITonrotosneHo: Pravesh Rana | IMposepeno: Santosh Kumar
_ ;

f g Maurya :g;
- “’—_‘

Approved by: Manager/Executive /
OnobpeHo: Meuemxkep / Pykoroaurens

Manoj Kumar
{

Reprint Date / Reprint Date /
Jarta: 13.12.2023 Marta: 13.12.2023

Reprint Date /
Harta: 13.12.2023
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CERTIFICATE OF ANALYSIS 11 1 05i6e sen0i07
CEPTHOUKAT AHAJIU3A v drtedidesieon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxt: Keropon™ Sxenpece (keToponak) TabneTky, AucnepripyeMsie B 10J0cTH pta, 10 Mr

Batch No / : V2302441 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001705356 Date of Analysis / s 13.12.2023
AHanuTHYecKHIT 0T9eT No JlaTa aHaau3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npoH3BoxCTBA Topen no

Analysis performed according ND / Anaans nposexen mo HI:
JIIX-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenune Nel ot
27.12.2021, uzmesenue Ne2 or 11.11.2022)

Page4 of 8 /Crp.4n3 8

i.oo Test / IlokazaTenn Results / Pe3ynbrathi Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OxHOPOAHOCTL MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Gonee + 10 %
2/20 tabnetok — 1e 6onee + 20 %
5 Disintegration time / 00 miin 29 sec / 00 muu 29 cek Not more than 3 min / He 6osiee 3 MuH
Pacnapaemoctn
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99% Not less than 75% (Q) of
. 0 C1sH13NO;3+C4H | {NO3 (ketorolac
Unit-2 / Ta6n-2 102% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% 75% (Q)  CisHisNO3C¢H,iNO;
. _ (xeToponlaka  TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 10U% 15 MuH
Unit-5 / Tabn-5 99%
Unit-6 / Ta6n-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JdncnepcHocts 710 pm sieve is formed. / O6pazyercs
OJHOPOAHAs CYCIMEH3Us, MPOXOIsALIas
CKBO3b CHTO C pa3MepoM OTBEDCTHUI
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IlprMeqanné: [poaykr cooTeeTcTBYET Tpebosaumam HJT 3axawdenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroroBneHo: Pr&v&? Rana | Ilpoepeno: Santosh Kumar | Ono6peno: Menemkep / PykosoauTens

Maurya Manoj Kumar 'ﬂ

Reprnt Date / Reprint Date / Reprint Date /
Jarta: 13.12.2023 Hara: 13.12.2023 Jara: 13.12.2023
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CERTIFICATE OF ANALYSIS  ©/ 21001
CEPTUOIKAT AHAJIH3A oo Aol

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg "
HNponyxt: Keropon® Dkenpecc (keToposak) TabneTkH, AMCIeprupyemMple B nojoctv pra, 10 mr li

Batch No / : V2302441 Batch Quantity / : 3600000 tab / ”
Cepus Ne Ob6nem cepui 3600000 Tab I
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023 |
AnamuTHueckuii oryer No Jdarta anajgnza [
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025

Jara npon3BoacTBa Tonen xo ‘

Analysis performed according NI / Ananus nposegen nmo HJI:

27.12.2021, namencuue Ne2 ot 11.11.2022)

Page 5 of 8 /Crp. 5 n3 8

|
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel ot |
I
|

Remarks: The Product conforms to ND/

Conclusion: APPROVED /
3aknrouenne: OJOBPEHO

Jlata: 13 12 72023

Jlata: 13 12,2023

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

[TonrorosneHo: Pravesh Rana | IIpoeepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoantens
Maurya Manoj Kumar

Repnnt Date / Reprint Date / Reprint Date /

JaTa: 13.12.2023

24, Talangang. Indha

8 Related impurities / Poncreensbie npumecu '
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He Gonee 0,5 % I
1-ruapokcnaHanor Huse npenena obrapyxenus ([0 =
KeToposaka 0.0010%)
ketorolac 1-keto analog/ 0.05% Not more than 0.8 % / He 6onee 0,8 %
1-keToaHanor KeToposiaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onec 0,5 %
eAHHUYHAA
HeuaeHTU(HLIIPOBaHHAS
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %

CymMma npumecei
9 Water / Bopa 2.8 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4Hble OpraHnyecKHe pacTBOPUTETH
Isopropyl alcohol / 4 pg/tab/ Not more than 350 pg/tab./
H3zonponanon 4 mxr B TabseTke Hc 6onee 350 Mxr B TabneTke




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS 1ol ci) 95168 550010

CEPTHOUKAT AHAJIM3A VR LEIGA0Y

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykT: Keropon™ Dxcnpecc (keToponak) TabneTk, AMCTIEPrHpyeMble B MONOCTH PTa, 10 mr

Batch No/ 1 V2302441 Batch Quantity / : 3600000 tab /
[Cepusa Ne Q0BbeM cepuH 3600000 Tab

Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023

AnanuTHdeckHii oT4eT No JlaTa anannsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025

Jara npon3BoAcTBA T'onen ao

Analysis performed according ND / Ananus nposeaed no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenue Nel or

27.12.2021, u3menenne Ne2 ot 11.11.2022)

Page 6 of 8/ C1p. 6 u3 8

11 | Microbial enumeration tests / MuKpoGuoJIOrnyuecKkasi YHCTOTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obee yucmno He 6onee 1000 KOE/r
a3poOHBIX MHKpO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmee He 6onee 100 KOE/r
YHCTI0 APOXOKEBBIX U
TUJIECHEBbIX IPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBHE B 1 T
12 | Uniformity of dosage units / 33 Acceptance value (AV) not more than
OaHOpOAHOCTL 15.0 / TlpHeMouHoe 3HaueHKe (AV) He
NO3HPOBAHUS 6osee 15,0.
13 | Assay/KonauuecTBeHHOE 9.9 mg/9.9 Mr From 90mg to 11.0mg of
onpegeneHue (99.0 %) C15H13NO3+C4H; 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
mo 11,0mr  C;sHisNO3*C4HiNOs
(xeToponaka TpomeTamur) (ot 90,0 no
110,0 % OT 3asBJI€HHOTO KOIMYECTRA) B
Tabnerke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Ipumeuanue: [IpoaykT cootBeTcTBYET TpedopaHuaM HJT

3axmoyenne: OJIOFPEHO

Prepared by /

IloarorosaeHo! Pravaa!h Rana
f

s

Checked by /
ITposepeno: Santosh Kumar

Maurya Gﬁ:

—

Approved by: Manager/Executive /
OuobpeHo: Menewkep / Pykosoautens

Manoj Kumar w
wf

Reprint Date /
Jara: 13.12.2023

Reprint Date /
Hata: 13.12.2023

Reprint Date /
Jara: 13.12.2023
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CERTIFICATE OF ANALYSIS | .o 50 e sc00t
CEPTUOHKAT AHAJIV3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” Sxenpece (keroponak) TabneTku, AHCTEpripyeMble B TTOJIOCTH pra, 10 Mr

Batch No / ;1 V2302441 Batch Quantity / : 3600000 tab /
Cepus No O6Bbem cepuu 3600000 Tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AnanuTHYyecknii oTuer Ne JaTa anajnza

Date of Manufacture / : 1172023 Date of Expiry / : 1072025
JlaTa mpoH3BoACTRA T'onen mo

Analysis performed according ND / Ananus nposeaen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenesue Nel or
27.12.2021, usmenenue No2 or 11.11.2022)

Page7 of 8/ Crp. 713 8

14 | Butylhydroxyanisole 0.0993 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0993 mr B TabneTke He menee 0,042 mr B Tabnerke
OyTHJIrHAPOKCHAHH30/12
15 | Package/ YnakoBpka 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. / Ilo 10
information leaflet in a carton | TabGnerok B 6iuctepe u3 (ITA/AJI/IID ¢
pack. / Mo 10 Tabnerok B | Biaronornorurenem/IIOBII) doneru //
biucrepe w3z (TA/AJUIIS ¢ | (TI3/AJ]) boneru. ITo 1 vnu 2 6nuctepa
Braronornorurenem/I[I19BIT) C HHCTPYKLMeH N0 INPUMEHEHMIO B
Gonsru // (II3/AJI) poneru. Ilo | mauky KapTQHHYIO.

2 O6nucrepa ¢ HHCTpYKLMeH mO

NPUMEHEHHIO B Hayky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBercTBus ¢ HJT

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiue 25 °C.

XpaHeHue

18 Shelf life / Cpok rogxocTH 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.

* [Ipu BbIYCKE JIEKAPCTBEHHOTO NpenapaTa KOHTPONb KA4eCTBa 10 NoKa3aTe o « Mukpobuonornyeckas
YHCTOTA» NPOBOAHTCA ANSt Kawaoi 20-0ff cepHH, HIH AN ORHOW CEPUH B roj, B 3aBHCHMOCTH OT TOI'0, YTO
HACTYNMT paHbLie.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [TpoaykT coorBeTcTBYET Tpebopanuam HJT 3akawuenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

lloarorosnexo: Pravesh Rana | ITposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosonuterns

Maurya Qgc Manoj Kumar

Reprint Date / Reprint Date / . Reprint Date /
Hara: 13.12.2023 Hara: 13.12.2023 Hara: 13.12.2023

=, Bahlara Hills, Hydembiae
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CERTIFICATE OF ANALYSIS fol 1 491 38166 56001-02
CEPTUO®HUKAT AHAJTU3A vvw.drraddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoaykr: Keropon™ Dxenpece (ketoponak) Taberks, aHcneprupyemsie B HoaocTh pra, 10 vr
BatchNo / : V2302441 Batch Quantity / : 3600000 tab /
Cepsin Ne O6bem cepnn 3600000 126
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AnasinTuyecknii oryet Ne Jlara anannza
Date of Manufacture / :11/2023 Date of Expiry / : 10/2025
Hara npoussoacrsa T'open xo
Analysis performed according ND / Ananns nposenen mo HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, m3menenne No2 ot 11.11.2022)

Page 8 of 8 / Ctp. 8 3 8

API name / Haumenopanue AD®C:

Ketorolac tromethamine / Ketoposaka

Homep cepun cyGeranusn npoussogurens IJId:

TPOMETAMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepuu nponssopirens AQC: G 0L Bl
FP Manufacturer API Batch number / FEQA00568

API Manufactured by & country /
MNpoussoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pemnu'c Jlaboparopuc JIta., MHAus

Remarks: The Product conforms to ND/
[pumeqanne: [poaykr coorsercrayer tpeGosanmam HI[

| 3akmrouenne: O JOBPEHO

Conclusion: APPROVED /

Prepared by /

/i

=

[ToareTosneHo: _Pravesh/Rana

Checked by /
IIpoeepeno: Santosh Kumar

Maurya (1@

a—

Approved hy: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens

Manoj Kumar e
/h Zéé 5:é

Reprint Date /
Jara: 13.12.2023

Reprint Date /
Hara: 13.12.2023

Reprint Date /
Jara: 13.12.2023




