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Anaqurndeckui oTueT No

JlaTa ananu3a

CERTIFICATE OF ANALYSIS ww.diraddys.com
CEPTU®HKAT AHAJIM3A '
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxr: Kertopon® (keTopoak) pacTBop [Uisi BHYTPMBEHHOTO M BHYTPHMBILIEYHOrO BBEAEHUS, 30 Mr/mn
Batch No / : V240279 Batch Quantity / : 272727 ampules /
Cepust Ne O6nbeM cepun 272727 amMnyn
Analytical Report No / : 890001732438 Date of Analysis / : 17.05.2024

Date of Manufacture /
JlaTa npou3Boacrsa

: 04/2024

T'open o

Date of Expiry /

: 03/2027

Analysis performed according ND / Ananu3s nposenen no HJI: JI1-001365-170222

Page1of 5/Crp.1u35

IMpo3paunsiii 6ecLiBETHBIH pacTBOP.

i.:) Test / IToka3zaTeinnb Results / PesynbTath! Specification / Hopma
1 Description / Onucaunne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pa4yHslii OeCLBETHBIN WU
CBETJIO-XKENThIi pacTBOP.

2 Identification /
HoaHHHOCTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpemeHa
YAEPKUBAHUA OCHOBHBIX IHKOB Ha
XpoMaTorpamme UCIILITYEMOTO
pacTBOopa COOTBETCTBYIOT BpEMEHaM
YIOEpP)KUBaHHS OCHOBHBIX ITHKOB Ha
XpOMaTorpamme CTaHIapPTHOTO
pacTBopa KeTopoJyiaka TPOMETaMHHa
u HanpoKceHa (paznen
«KOJIMYECTBEHHOE OTIPE/ICIICHHEY)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
yOEPXUBAHUA OCHOBHBIX ITMKOB Ha
XpOMaTorpamme HCIIBITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATh
BpEMEHaM YICP)KUBAHUS OCHOBHBIX
MTMKOB Ha XpoMaTorpaMmme
CTaHAapTHOTO pacTBOpa KETOpoyaka
TpOMETaMKHa M HalpoKceHa (pasaen
«KOIMYECTBEHHOE ONPENETICHHE)

3 Clarity / Ilpospa4uHocTh

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHLus
npernapara He IOJDKHA IPEBBILIATh
OTIAJIECLIEHLIHIO 3TANIOHA CpaBHEHUA L.

4 Color / IlBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu IIMHE BOTHBI
430 HM.

5 pH 7.34 From 6.9t07.9./0T16,9 no 7,9.

6 Particulate matter / MexaHuueckye BKJIKOYEHHSI

Remarks : The Product confirms to ND/
TMpumeuanne. Phaguykr covrsercrsyer tpeGosannsam HJT

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / | «
lMoaroroeneHo: Ranjeet

Checked by /
ITpoeepeno: Rama Kant

Approved by: Manager/Executive /
OoGpeHo: Merepkep / Pykoepoautesns
Manoj kumar

Reprint Date /

Jara: 17.05.2024

Buud
Reprint Date /

Hata: 17.05.2024

Reprint Date /
Jara: 17.05.2024

lo 3, Banjara Hilis, Hyderabad - 500024, Telangana, india
| (=

2608, Erail inail@drraddys.com
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CERTIFICATE OF ANALYSIS .

CEPTUPUKAT AHAJIM3A s diTeRays.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IponyKr: Ketopon® (keroponak) pacTBOp /uisi BHYTPHBEHHOTO U BHYTPUMBIIUIEUHOr0 BBEACHHUS, 30 Mr/mi
Batch No/ 1 V240279 Batch Quantity / : 272727 ampules /
Cepusa No Oobnem cepun 272727 amnyn
Analytical Report No / : 890001732438 Date of Analysis / : 17.05.2024
AnanuTHdeckuii oTyer Ne JlaTra ananusa
Date of Manufacture / : 04/2024 Date of Expiry / : 0372027
JlaTa npoH3BoAcTBA I'oxen no

Analysis performed according ND / Ananu3 nposener mo HJI: JII1-001365-170222
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No

Ne Test / [Toka3zaTennb

Results / PesynbTaTsl

Specification / Hopma

6A Visible particles /
BuanMble 4acTHIpI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBUH C TPEGOBAaHUSIMHU.

6B Invisible particles /
HeBupumeie 4acTULIbL;

i. Particles> 10 um/ 06 not more than 6000 per ampoule /
Yactun pazmepom > He 6onee 6000 Ha ammyny;
10 Mxm

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUl pa3sMepoM > He 6onee 600 Ha ammyJy.
25 MKM

7 Related substances / PoacTBeHHBIEe IpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He OGonee

0,20 %;

Impurity B / I[Ipumecs B

Below LOD (LOD = 0.014%) / Huxe
npenena obHapyxeuus (IO = 0.014 %)

not more than 0.50 % / ue Oonee
0,50 %,

[pUMecei

Impurity C / Tlpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / ne 6onee
Huoxe npenena KOJU4ECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He Gonee
Hwxe npepnena obnapyxenus (110 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
- 0,
EnuHn4Has HEUIEHTHDUIH 0.06% 0,20 %.
POBaHHas MPUMeECh
Total impurities / Cymma 0.26 % Not more than 1.50 % / He 6onee

1,50 %.

Remarks : The Product confirms to ND/
[Mpumcuanmc: Ilpoaykt cooTBeTeTBYCT TpecboBanusam HJL

Conclusion : APPROVED /
3axarouenuc: OJJOBPEHO

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

[TonroroeneHo: Ranjeet IIpoeepeno: Rama Kant Onobpeno: Menemxep / Pykosoaurens &M
w{w@ Manoj kumar

Reprint Date / Reprint Date / ST Reprint Date /

Hara: 17.05.2024 Jara: 17.05.2024 Iara: 17.05.2024

2 Bamiamy Ll sy, GrOryRs
o, 3, Banjara Hills, Hyderahad - 50003




Dr.Reddy’s ‘?-."
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CEPTUDPHUKAT AHAJIN3A
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Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIponykr: KeTopon® (xeToponak) pacTBop [Uisi BHYTPHBEHHOIO W BHYTPUMBILIEUHOrO BBeAeHUd, 30 Mr/mn
Batch No / 1 V240279 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepuH 272727 amnyn
Analytical Report No / : 890001732438 Date of Analysis / : 17.05.2024
AHamTHYecKkHii oTyer Ne Jara aHaniuza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jara npon3soacrea T'open no

Analysis performed according ND / Ananns nposenen no HJL: JII1-001365-170222

Page3 of 5/ Crp.3u3 5

1;.00 Test / IlokasaTe/b Results / PesyabTaThl Specification / Hopma

8 Extractable volume / 1.0 ml/ 1.0 Ma Not less than label claim (1.0 mL) /
N3Bnexaemblii 06beM He menee HomuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=(.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnanbHbie <=0.725 ED/™Mr tromethamine. / He 6onee 5,8 ED/Mr
3HAOTOKCHHBI KeTopoJlaka TpOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObiTh
CTepuabHOCTL (AU KAXKIOiH CTEPUIIbHBIM.
15-o0ii cepun)
1;.:’ Test / [lokazaTeab Results / Pe3ynabTaThl Specification / Hopma
11 Assay / KosimuecTBeHHOe 29.31 mg/29.31 mr From 27.0mg to 33.0mg of
onpeneseHue CisHi3NO;- C4H 1 1NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
0 33,0 mr CisHisNOs C4H;i1NOs
(xeToponaka TpOMETaMHH) B 1 MIL
12 Alcohol content / ITaHon 11.95% From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.

Remarks : The Product confirms

to ND/

IMpumeuanue: [HHQAYKT COOTBETCTBYET TpedopaHusaM 111

Conclusion : APPROVED /
3aknwuenue: OJOLIPEHO

Prepared by / L}?
IloarorosneHo: Ranjeet

Checked by /

ITpoeepeno: Rama Kant

QAududt

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoaurens

Manoj kumar

Reprint Date /
Jara: 17.05.2024

Reprint Date /
Jlara: 17.05.2024

v ‘/

Reprint Date /
JlaTta: 17.05.2024
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CERTIFICATE OF ANALYSIS Wilod. dreddve coth
CEPTUOUKAT AHAJIM3A ‘

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponykr: Kertopon® (keToposiak) pacTsop [UIst BHYTPHBEHHOIO ¥ BHYTPHUMBIILEYHOIO BBe/leH s, 30 Mr/mi
Batch No / : V240279 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0nbem cepuH 272727 amnyn
Analytical Report No / : 890001732438 Date of Analysis / : 17.05.2024
AHAIMTHYECKHH oTyeT No JlaTa anau3za
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jara npou3BoacTBa T'ogen go
Analysis performed according ND / Ananns nposeaen mo HJI: JII1-001365-170222

Page 4 of 5/ Crp. 4n3 5

I;.:) Test / Iloka3zaTennb Results / PesyabTaTs! Specification / Hopma
13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.
10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
IMlo 1 wMn B ammyasl u3 | ina carton pack. /
CBETO3ALIUTHOTO crexnia | ITo 1 M@ B aMmoyidsl M3
kopuuHeBoro kimacca I (USP). B | cBero3alilMTHOro CTEKJIa KOPUYHEBOIO
BEpPXHEM YacTH amIyJbl HAHECEHBl | WIM  TEMHO-KOPMYHEBOrO  IIBETa
KOJIBLIO M TOuka juis pa3noma. Ha | knacca I (USP). B BepxHeli yactu
aMIyy HAKICHBAIOT STHKETKY. aMITyJIbl HAaHECEeHBI KOJNIBLO U TOYKa
[To 10 ammyn ¢ WHCTpyKuMe# mo | s pa3noMma. Ha ammyny HakJienBaroT
NPUMEHEHHUIO NOMEINAOT | 3TUKETKY.
B [IBX/anoMuHHUEBbI OnHCTED. [MIo 10 amnmyn ¢ UHCTPYKLUEH 110
Mo 1 6aKcTepy B MauKy KAPTOHHYIO. | NPUMEHEHHIO FAOMEILAIOT
B [IBX/anoMunHKeBbIi 61HCTED.
Mo 1 6nmcTepy B MaYKy KapTOHHYIO;
UIs  CTaudoHapoB: mo 2, 3, 5
6J1MCTEPOB B Ma4YKy KapPTOHHYIO.
14 Labelling / Mapkupogeka According to ND / B cootBercTBum ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumnieHHOM
Xpanenue OT CBeTa MecTe IpH TeMnepatype He Bbiie 25 °C. He 3aMopaxuBath.
16 Shelf-life / Cpok roaHocTx 3 years. / 3 roga.
[ APIname / HanmeHoBanue A®C: | Ketorolac tromethamine / KeToponaka TpoMeTaMHH _I
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanuc: ITpomyKT cOOTBCTCTBYCT TpeboBanusam HJL 3axmwouenune: OJJOBPEHO
Prepared by ;é %}/ ' Checked by / Approved by: Manager/Executive /
TMoproroBnere:Ranjeet [Iporepeno: Rama Kant Onobpero: Menemxep / Pykoroaurensb _/(
maﬂ,u.hgt Manoj kumar @
Reprint Date / Reprint Date / = Reprint Date /
Jara: 17.05.2024 JHara: 17.05.2024 Jara: 17.05.2024

d o, 2, Banjara Hilis, Hyderabad - 2050234, Telangana, india
3, Emnailsvail@drreddys, com
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D Reddy's Laboratories Lid.,
Formulation Unit-5

Vill. Khol, Malagarh Road, Barldj,
Disit. Solan, H.P, 173 205, INDIA
Tel - +91 83166 56001-02

CERTIFICATE OF ANALYSIS Rt
CEPTU®HUKAT AHAJIM3A e
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (kxeToposnak) pacTBOp [Ulsi BHYTPMBEHHOIO W BHYTPUMBIILIEYHOro BBEAEHHS, 30 mr/mi
Batch No / : V240279 Batch Quantity / : 272727 ampules /
Cepha Ne Oo0bem cepuH 272727 amnyn
Analytical Report No / : 890001732438 Date of Analysis / : 17.05.2024

AnainTHyeckuii oTyer Ne JaTta ananu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npou3BoAcTBA I'open 1o

Analysis performed according ND / Ananus nposenen no HJ/I: JITI-001365-170222

PageSof S/Crp. Su3 5

Homep cepun cy6cTaduun npouspoaurens I'JID:

INN / MHH: Ketorolac / Keropoiak
API manufacturer batch number /

Homep cepuu npoussoaurens APC: AEUEUOGSES

FP Manufacturer API Batch number / FEQA00569

API Manufactured by & country /
Ilpompoauress ADC, crpana:

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

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

IMpumcuannc{TIpQayKT cooTBeTeTBYCT TpeboBanmam HJIT 3axmroucHuc: OJJOBPEHO

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

IToaroroBneHo: Ranjeet IIporepeno: Rama Kant OmobpeHo: Menemxkep / PyKOBOﬂHTeHLW
Manoj kumar

Reprint Date / Reprint Date / 2] Reprint Date /

Jara: 17.05.2024 Jara: 17.05.2024 Jara: 17.05.2024
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