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CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A Tel : +91 98166 56001-02

| Product : / Ketorol (Ketorolac) solution for intravenous and int |‘;‘inmscuIﬁ‘r{"fl‘ﬁé"dfﬁf{'.'ﬁ\’:h.?kfﬁ'.'lﬁg#ml i
IIpoaykr: Ketopon” (ketoponax) pactBop Aist BHY TPHBEHHOTO M BHYTPHUMBILIEUHOTO BECACHHS, 30 mr/ma

Batch No / : V220761 Batch Quantity / : 272727ampules/ |
Cepus Ne Oo0nem cepun 272727 amnyn
Analytical Report No / : 890001618620 Date of Analysis / : 27.09.2022
AHanuTHYeCKHH oT4eT Ne Jlara ananuza
Date of Manufacture / 1 Aug.2022 Date of Expiry / : Jul.2025
Jara npoussoucraa I'oaen no
Analysis performed according ND / Ananus nposenen no HJI: JI[1-001365-170222
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po3pauuslii 6ecLBeTHbII pacTBOD.

1;,00 Test / IlokazaTesn Results / PezynabTarst Specification / Hopma
1 Description / Onucaune Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblii 6GecUBETHBbI
CBETNO-KENTbIH PacTBOp.

HUin

2 Identification /
MNMopnuHboCcTL

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) / Bpemena
YIOEPXKUBAHUA OCHOBHBIX TMHMKOB Ha
XpOMaTorpamme HCTILITYEMOro
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YIOEPKHUBAHHUSA OCHOBHBIX ITMKOB Ha
Xpomarorpamme CTaHJAPTHOTO
pacTBopa KeToponaka TpoOMeTaMHHa
U HalpoKceHa (pazmen
«Konu4ecTBeHHOE ONpeenenue»)

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
YIEPKMBAHUA OCHOBHBIX MHUKOB Ha
XpoMartorpamme HCIIBITYEMOr o
pacTBOpa IOJDKHBI COOTBETCTBOBATh
BpPEMEHaM YAEpPKUBAHMS OCHOBHBIX
TIMKOB Ha XpoMaTtorpamme
CT@HJapTHOrO PacTBOpa KETOpOJaka
TPOMETAMHMHA W HamnpokceHa (pasnen
«KoJ1M4ecTBEHHOE OTIPEeeHUEN)

3 Clarity / IIpo3pauHocTs

Complies / CooTseTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuuns
npenapara He 10JKHa NPeBbIIaTh
OManecueHUUIO 3TalOHa CpaBHeH s 1.

4 Color / llseTHOCTDL 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [uiiHE BONHEL
430 HmMm.

5 pH 7.30 From 6.9t07.9./0T16,9 00 7,9.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Ipumeuanue: [lpoaykT cootsercreyer TpeGoraHmusam HJI 3akmaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroeneng; Pawan Kumar [Iposepeno: Pardeep Kumar | OnoGpeno; Menemxep / Pykoroaurenn
K aria?M f Amit Kumar N,

(/f il — rx*;\:f/ 8
Reprint Date / Reprint Date / Reprint Date /
Jarta:27.09.2022 Hara: 27.09.2022 Hata : 27.09.2022
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: ; ) wwwdrmeddyscom
Ketorol (Ketorolac) solution for intravenous and intramuscular injcctions, 30 mg/ml

Product : /

Mpoaykr:  Keropon' (ketopoiak) pacTsop st BHYTPHEEHHOTO M EHYTPHMbILLIEYHOrO BBCAEHUS, 30 Mr/ma
Batch No / : V220761 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001618620 Date of Analysis / : 27.09.2022
AHaauTH4YecKHH oTueT No Jdata anannza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
Jdara npoussojacrsea I'ogen a0

Analysis performed according ND / Ananns nposexen no HJI: JIT1-001365-170222

Page 2 of 4/ Ctp. 2 u3 4

6 Particulate matter / MexaHnuyeckmne BK/IIOYEHHS

6A Visible particles /

Bunymblie yacTULbI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTtBetcTBUYU € TpeGOBAHMAMM.

6B Invisible particles /
HeBuaumble YacTulib:
i. Particles > 10 um / 10 not more than 6000 per ampoule /
HacTuu pasmepom > He Gonee 6000 Ha amnyny;
10 Mxm
ii. particles > 25 um/ 00 not more than 600 per ampoule /
4acTull pasMepoM > He 6onee 600 Ha ammyny.
25 MkM
7 Related substances / PoacTsennbie npumecu
Impurity A / [Tpumecs A 0.14% not more than 0.20% / He Gonee
0,20 %;
Impurity B / [Mpumecs B Not detected / He 06napyxera not more than 0.50 % / He Gonee
0,50 %;
Impurity C / TTpumecs C Less than LOQ (LOQ = 0.033 %) / Hue not more than 0.50 % / He Gonee
npenena KOJM4YeCTBCHHOro onpeacneHnd 0 50 (y :
(TKO =0.033 %) ’ 0
Impurity D / ITpumecs D Below Limit of Detcction (LOD = 0.014 %)/ | 1Ot ronore than 0.20 % / we Gonee
Hike npenena o6Hapyxenus (110 = 0.014 %) 0,20 %.
Any unspecified impurity / Less than LOQ (LOQ = 0.05%) / Hike Not more than 0.20 % / He 6onee
Eavanunas HCH)ICHTH(bHLlH- npenena KOJIMYECTBEHHOTO ONpeACieHUA 0,20 %.
pOBaHHas MPUMeCh (IKO = 0.05 %)
Total impurities / Cymma 0.14% Not more than 1.50 % / He 6Gonee
npumecei 1,50 %.

Remarks: The Product confirms to ND/

Ipumeuanue: [Mpoaykr coorsercTByeT Tpeboranusm HJJ

Conclusion: APPROVED /
3akmouenune: QJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroegeno: Pawan Kumar Ilpoeepeno: Pardeep Kumar | Opno6peno: Menemkep / Pykoonutens
w <>f—-7/’ Amit Kumar P(}y

Reprint Date / Reprint Date / Reprint Date /
[Hara:27.09.2022 Hara: 27.09.2022 Hara : 27.09.2022
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Formulation Unit-6

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

CEPTH®HKAT AHAJI3A

Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul 114 f‘” 91@:’3 1o/ ml

Mpoaykr: Keropon” (ketoponak) pacteop pns BHYTPUBCHHOTO M BHYTPUMBIWEYHOrO BBEACHNS, 30 MI/mn
Batch No / : V220761 Batch Quantity / : 272727ampules /

Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001618620 Date of Analysis / 1 27.09.2022 ]
AHaJINTHYeCKHH oTueT Ne Jlata ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025 |
JaTa npousBoacrsa TI'ogen no

Analysis performed according ND / Ananus nposenen mo HI: JITT-001365-170222
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8 Extractable volume /
HU3BiekaemMblit 06bem

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He menee nomunanshoro (1,0 mi)

9 Bacterial endotoxins /
bakTepuanbubie
SHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/™Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6Gonee 5,8 ED3/mr
KETOpOJlaka TPOMETaMHHa.

10 Sterility (every 15th batch) /
CrepuibHoCTE (148 KaXA0ii
15-oii cepun)

Not Applicable

Must be sterile. / JlomkeH 6biTh

CTEPUTIBHBIM.

11 Assay / KonuyecTBeHHoe 29.70 mg /29.70 mr From 27.0mg to 33.0mg of
onpejeeHue CisH3NO3 C4H |NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr C15H13NOJ'C4H11NO3
(keToponaka TpomeTaMuH) B 1 M.
12 Alcohol content / dtanon 11.63 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Hpumeyanue: IMpoaykT cootsercTRyeT TpeboBanuam HJJ

Conclusion: APPROVED /
3akmouyenune: OJJOBPEHO

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

ﬂoarommel-ic?}‘awan Kumar IIpoeepeno: Pardeep Kumar | Ono6peto: Menemxep / Pykosoaurens
W A,00N P Amit Kumar | foees

Reprint Date / Reprint Date / Reprint Date /

Jlata:27.09.2022

Hara: 27.09.2022

Hara : 27.09.2022
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTHOHKAT AHAJIM3A Tel : 491 98166 56001-02
' Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul - ::1?«%%@?111;’:11]____ o —|
| Opoaykr: Ketopon” (keToposak) pacTeop juts BHY TPHBEHHOTO H BHYTPUMBILLIEYHOTO BBEaeHNA, 30 Mr/mn
Batch No / 1 V220761 Batch Quantity / : 272727ampules /
|Cepus Ne Obwem cepun 272727 amnyn
Analytical Report No / : 890001618620 Date of Analysis / 1 27.09.2022
AHannTHUYecKuil oTueT Ne Jdara ananuza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
Mata npoussojcrea T'open oo

|Analysis performed according ND / Anannz nposenen mo HJ/I: JI1-001365-170222
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|13

Packaging / Ynakosika

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to

ampoule.
10 ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Ho 1 wMn B amoymsl w3
CBETO3ALIUTHOIO cTeka
kopuiHeBoro kinacca I (USP). B
BEPXHEH YacTH amnylibl HaHeceHbl
KOIBLIO W TO4YKa s pasziioma. Ha
aMITyJly HAKIEUBAIOT STHKETKY.

[lo 10 ammyn ¢ uuHcTpykumeit no
OpUMEHEHHIO NOMEeWAT
B [IBX/anmomMmuuueBerii Gnuctep.

Ilo 1 6nuctepy B nauky kapToHnyto.

I mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

ITo 1 mMn B amnynsl w3
CBETO3aLIUTHOTO CTEKNIA KOPUYHEBOTO
WIN  TEMHO-KOPUYHEBOTO  [BeTa
knacca I (USP). B Bepxueit wactu
amMy/ibl HaHECEHb! KOJbLUO W TOYKa
Jutsi paznoma. Ha ammysy HakneuBaroT
3THKETKY.

Mo 10 ammyn ¢ wuHcTpykumeii mo
NPUMEHEHHIO MOMELIAIT
B [IBX/antomunnesslit 6auctep.

Ilo 1 6incTepy B nauky KapTOHHY1O;
AN cTauuoHapoB: nmo 2, 3, 5
GHCTEPOB B Na4Ky KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootserctauu ¢ H]I,

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aIUULUEHHOM
OT CB€Ta MeCTe npH TeMneparype He Boilie 25 °C. He 3amopaxuBaTs.

16 Shelf-life / Cpok rognoctn

3 yoars. / 3 roga.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumevanme: [Mpoaykr cooTseTcTBYET TpebosaHusm HJI 3akmovenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
I—Iom*OTonneHor‘ Pawan Kumar IIpoBepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoaurens
- Lot / Amit Kumar .

/,aw/ = A
Reprint Date / Reprint Date / Reprint Date /
Hara:27.09.2022 Jara: 27.09.2022 Jarta : 27.09.2022
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