Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpomyKr: Keropon" (ketoposiak) pacTBOp [l BHYTPHBEHHOIO ¥ BHYTPHMBIIIEYHOrO BBEACHHMA, 30 mr/mn
Batch No / + V211104 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne O0bemM ceplu 2.09,090 amnyn
Analytical Report No / : 890001551391 Date of Analysis / : 16.10.2021
AHanuTH4YecKnii oTueT Ne Harta ananusa
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa npoH3BOJCTBA I'osen no
Analysis performed according ND / Ananus nposegen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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[Tpo3payHslit, 6eCLBETHBIA pacTBOp.

i:) Test / [lokazaTennb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanune Clear colorless solution. / | Clear, colorless to pale yellow

solution. / ITpo3paunsli, 6ecLBETHBIA
HJIA CBETNO-XKETTHIH pacTBOp.

2 Identification /
oaJUHHOCTDL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMaTorpamMme

XpOMAaTOrpamMMe

«Konu4uecTBeHHOE onpeneneﬂue»)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpeMeHa yIoep:KHUBaHUA
TIMKOB Ha

HCIIBITYEMOr0
pacTBOpa COOTBETCTBYIOT BpeMEHAM
yIEPKUBAHUS OCHOBHBIX TIMKOB Ha
pacTBopa
CTaHAAPTHEIX 06Pa3IOB KETOpOJaKa
TpOMETaMKHa 1 HATIpOKCeHa (pas/en

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpemeHa yIepKMBaHHA OCHOBHBIX
MUKOB Ha XpomMaTorpaMMe
HCTIBITYEMOTO  pacTBOpa  IOJDKHEI
COOTBETCTBOBATh BpEMEHaM
yIEP)KUBaHUA OCHOBHBIX IIMKOB Ha
XpoMaTorpaMmme pacTBopa
CTaHAAPTHBIX 00pa3sLoB KETOpOJaKa
TpOMETaMHHa ¥ HalpoKceHa (pasjien
«KonnyecTBeHHOE OmpeNeIeHUED)

3 Clarity / IIpospayHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnarecueHIs
nperapara He NODKHA IPEBbIILATh
OMANEeCHEHIHIO STATOHa CpaBHEeHUA 1.

4 Color / I1BeTHOCTB 0.040 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu AnviHe BOJHBI
430 um

5 pH 7.27 Between 6.9 and 7.9/6,9 - 7.9

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr coorsercTByeT Tpebosanusam HIT

Conclusion : APPROVED /
3axmogenne: OJOBPEHO

Prepared by /
Tloarorosneno: Ramakant

Checked by /
Hposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opno6peno: Menemkep / PykoBoauTenb

= 1 Pawan Kumar /2’—

Reprint Date /
Jara: 16.10.2021

Print Date /
Jara: 16.10.2021

Print Date /
JaTa: 16.10.2021
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6 Particulate matter / MexaHu4ecKkue BKJIIOUEHHUs
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements /
Buaumble 4acTHLBI B cooTBeTCTBUH C TpeOOBAHUAMHA
6B Invisible particles /
HeBuauMebie 4aCTULBL:
i. Particles> 10 pm/ 78 Not more than 6000 per ampoule /
YacTHIB! pa3MEPOM 2 He 6onee 6000 na ammmyiy;
10 Mxm
ii. Particles > 25 pm/ 10 Not more than 600 per ampoule /
YacTHIIBI pasMepoM > He 6onee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacTBennble mpumMecu

Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / IIpumecs B BDL (Disregard area 1803) Not more than 0.50 % / He 6onee
0,50 %
Impurity C / ITpumecs C Less than LOQ (0.033%) g{cs)g ;;ore than 0.50 % / He ©Oomnee
Impurity D / IIpumecs D Not more than 0.20 % / He 6oinee
BDL (Disregard area 1803) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunnynas HenOeHTUDULH- 0.07% 0,20 %
poBaHHas MPUMECh
Total impurities / Cymma 0.28% Not more than 1.50 % / He 6onee
npumecei 1,50 %

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTseTcTByeT Tpeboanusm HJL

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

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

I‘[oﬂrommemnt IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykopoaurens
W ,f Pawan Kumar j(._.—/

Reprint Date / Print Date / Print Date /

Hara: 16.10.2021 Iara: 16.10.2021 Jara: 16.10.2021
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ITpumeyanue: [Ipoaykt coorseTcTBYET Tpebobanusam HJ

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
Hsenekaemblii 00beM He menee HoMunansHOTo (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuaJjbHble <=0.725E3/mr tromethamine / He 6onee 5,8 ED/Mr
IHAOTOKCHHDI KeTOpoJiaka TpOMeTaMMHa

10 Sterility / CrepuiibHOCTB Complies / CrepiieH Should be sterile / Ctepunen

11 Assay / KosimuecTBeHHOe onpefe/ieHue

a) Ketorolac tromethamine / 29.64 mg / 29.64 Mr From 27.0mg to 33.0mg of

Keropomnaka TpoMETaMHUH Ci1sH13NO3- C4H 1 NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mmr
0 33,0 MT C15H13NO3' C4H11NO3
(xeToponaka TPOMETaMHH) B 1 MII

b) Sodium chloride / Hatpus 4.30 mg/mL / 4.30 Mr/mi Between 4.2 mg/mL and 4.5 mg/mL /
XIOpHLI Ot 4,2 Mr/ma o 4,5 mr/mn
12 Alcohol content / ITaHon 11.96 % Between 10.60 % and 12.60 %/
Ot 10,60 % mo 12,60 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akarouenue: OJJOBPEHO

Prepared by /
[Moaroroenexo: Ramakapt

L)

Checked by /
INpoepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoautensb
Pawan Kumar

Reprint Date /
Hara: 16.10.2021

Print Date /
JHara: 16.10.2021

Print Date /
Hara: 16.10.2021
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product : /

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

AHanuTHYeCKHH oTueT Ne

JlaTa apannsa

IIpoaykT: Ketopon® (keToponak) pacTBOp [l BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBeIeHUs, 30 Mr/mn
Batch No / : V211104 Batch Quantity / : 2,09,090 ampules /
Cepus No OoBem cepHH 2,09,090 amnyn
Analytical Report No / : 890001551391 Date of Analysis / : 16.10.2021

Date of Manufacture /
Jdara npou3BoaCcTBA

: Sep-2021

Toaen no

Date of Expiry /

: Aug-2024

Analysis performed according ND / Anasms npoeenen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /m3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka 1 mL in class I amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is
attached to ampoule. attached to 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
m in a carton pack.
I[To 1 M1 B aMIy’nbl M3 TEMHOTO
crexna xnacca I (USP). B Bepxueit | Ilo 1 M B ammyJnbl U3 TEMHOT'O CTEKJIa
JacTH aMITyJibl HaHeceHbl Koplo M | Kiacca 1 (USP). B Bepxuell Hactu
Touka s pasznoma. Ha ammymy | aMIyis! HaHeceHbl KOJNBIO M TOYKa
HaKJIEUBAIOT ITUKETKY. 1uist pasnoma. Ha aMITyTy HaKJIeMBaroT
ITo 10 ammyn ¢ WHCTPYKLHMEH IO | 3THKETKY.
MPUMEHEHUIO noMmemiator | I[o 10 amMmyn ¢ MHCTpYKUMEH II0
B [IBX/amoMuHueBsblit 61HcTeEp. [IPUMEHEHHUIO MIOMEIIAOT
ITo 1 GnucTepy B NMauxky KapToHHYI0. | B IIBX/antomuHneBbIH Gructep.
ITo 1 6ircTepy B mauKy KapTOHHYIO;
UIA  cTan@oHapoB: Mmo 2, 3, 5
OJUCTEPOB B MUKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsercteun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammiiesHom
XpaHenue OT CBeTa MeCTe IpH TeMmeparype He Bbilte 25 °C. He 3aMOpaxuBaTh.
16 Shelf-life / Cpok rogocTH 3 years / 3 roga.

Remarks : The Product confirms to ND/
ITpumeyanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
IToarotroeneno: Ramakant

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTenb
Pawan Kumar

Reprint Date /
Jara: 16.10.2021

Print Date /
Jata: 16.10.2021

Print Date /
Jara: 16.10.2021
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