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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon®™ (ketoponak) pacTBOp Ajisi BHYTPMBEHHOTO U BHYTPUMBILIEUHOrO BBeAeHUS, 30 Mr/mn
Batch No / : V240113 Batch Quantity / ¢ 272727 ampules /
Cepusi Ne O6beM cepun 272727 amnyn
Analytical Report No / : 890001722126 Date of Analysis / : 11.03.2024
AHanauTHYeCKHH oTueT No Jlara anaam3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JaTa npon3BoacTBa T'ogen po

Analysis performed according ND / Ananaus nposegen mo H/I: JIIT-001365-170222
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‘1;.? Test / Iloka3zaTeib Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3paunblii 6ecLBeTHBIN pacTBOP. /  Tlpo3pauHblii OECLBETHBIN WK
CBETJIO-KENThIH pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
IoanuuHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHa | (Assay section) / Bpemena
YIEPKUBAHUS OCHOBHBIX MUKOB HAa | YIOEPXKHBAaHHWA OCHOBHBIX IIMKOB Ha
XpoMmarorpamme UCIBITYEMOrO | XpOMaTorpaMme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM | pPacTBopa HOJDKHBI COOTBETCTBOBATh
yAEPKHUBaHHA OCHOBHBEIX MHKOB Ha | BPEMEHaM YIEPKUBAHUA OCHOBHBIX
Xpomarorpamme CTaHJapPTHOTO | IHMKOB Ha XpoMmarorpamme
pacTBOpa KeTopoJiaka TPOMETaMMHa | CT@HOAPTHOTO pacTBOpa KEeTopojaka
%4 HampoKCeHa (pasmen | TpoMeTaMHWHA M HanpokceHa (paszen
«KoJM4ecTBEHHOE ONpeeieHHe») «KoM4ecTBeHHOE ONPEIENEHUE»)

3 Clarity / Ilpo3payHocTh Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHms
npelnapara He JOJDKHA MpeBbIILATh
onanecHeHIMIo ITanoHa cpaBHeHU L.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /

IIc 6oncc 0,20 npy JUTHHC BOJIHBI
430 M.
5 pH 7.38 From6.9t07.9./016,9 mo 7,9.

Remarks: The Product confirms to ND/

ITpumeuanue: IIpoaykr coorBeTcTBYeT Tpebosanusam HJL

Conclusion: APPROVED /
3axaroyenne: OJOBPEHO

Prepared by / Checked by / Approved by; Manager/Executive /

IToarotosneno: Ankit //\7 -| IIpoBepeHo: Rapma kan OpobpeHo: Menemxkep / P OJ1HFeb
= M”& Manoj Kumar mup

Reprint Date / Reprint Date / '~ Reprint Date / '

Hara: 11.03.2024 Hara: 11.03.2024 Hata: 11.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposiak) pacTBOp Ajisi BHYTPMBEHHOIO U BHYTPHMBIILIEUHOTO BBEAEHHs, 30 Mr/mi
Batch No / : V240113 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001722126 Date of Analysis / : 11.03.2024
AHAaNHTHYECKUH oTyeT No JlaTa anaau3za
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jdata nponzpoacTrea Togen o

Analysis performed according ND / Anamms nposegen no HJI: JITT-001365-170222
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6 Particulate matter / MexaHu4yeckHe BKIIOYEHHUS

6A Visible particles /
BuauMele yacTHip

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBHH ¢ TpeGOBaHUAMM.

6B Invisible particles /
Hepunumple qacTHILL:

i. Particles> 10 pm/ 17 not more than 6000 per ampoule /
YacTtuy pazmepom > He Gonee 6000 Ha ammyny;
10 MxM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTHl] pa3MepoM > He 6onee 600 Ha amnyny.
25 MKM

7 Related substances / PoacTBenHble npruMecu
Impurity A / Ilpumecs A 0.16% not more than 0.20 % / He Oonee

Impurity B / TIpumecs B

Not detected / He obHapyxeHa

Impurity C/ Ilpumecs C

Below LOQ (LOQ = 0.033%) /
Huke npesiena KOJIHYECTBEHHOTO
onpenenenus (ITKO = 0.033 %)

Impurity D / IIpumecs D

Below LOD (LOD = 0.014 %) /
Hinxe npexena obHapyxenus (ITO
=0.014 %)

Any unspecified impurity /
Enunnuzas HenaeHTuHLHU-
poBaHHas IpHUMech

0.06%

0,20 %;

not more than 0.50 % / He OGolee
0,50 %,

not more than 0.50 % / He OoJee
0,50 %;

not more than 0.20 % / He Oonee
0,20 %.

Not more than 0.20 % / He 6oiee
0,20 %.

Remarks: The Product confirms to ND/
ITpumeuanue: Iponyxr coorBercTByeT Tpeboranusam HJI

Conclusion: APPROVED /
3axmwuenne: OJJOBPEHO

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

ITonrorosneno: Ankit ﬁ -| TIpoBepeHo: m?fg OnobpeHo: Menezkep / PykoBoARTEb K
A [ Manoj Kumar k gm

Reprint Date / Reprint Date/ | Reprint Date / -
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilponykr: Ketopon" (keToponak) pacTBOp A/isl BHYTPUBEHHOTO H BHYTPUMBILIEYHOrO BBEACHHUS, 30 Mr/mMn
Batch No / : V240113 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepHH 272727 amnyn
Analytical Report No / : 890001722126 Date of Analysis / : 11.03.2024
AHAJHTHYECKHIT oTUeT No JlaTa ananusza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jara npon3BoacTBa I'ogen oo
Analysis performed according ND / Ananu3s nposegen o HJI: JIIT1-001365-170222
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HN3BJiekaemMblii 00beM

Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee nomunansHoro (1,0 mn)

9 Bacterial endotoxins /
BakTepuaibHble
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KETOpOJiaka TpOMeTaMHHa.

10 Sterility (every 15th bat

15-0i1 cepun)

CTepWJIBHOCTS (OJ19 KAMKAOH

ch) /

NA

Must be sterile. / JomxeH ObITh
CTEPHITBHBIM.

11 Assay / KonuuecTBeHHoe

29.79 mg / 29.79 mr

From 27.0mg to 33.0mg of
C15H13NOs3- C4H | 1NO3 (ketorolac

omnpeaeJcHHe
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr ClsH13N03' C4H11NO3
(xeToponaka TpoMeTaMuUH) B 1 ML
12 Alcohol content / ITanoa 11.78 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms

to ND/

ITpumeyanue: [Ipogykr coorBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akmnouenne: OJJOBPEHO

Prepared by /
[Moarorosneno: Ankit ﬁ

Checked by /

- [IpoeepeHo: Ram% OpobpeHo:

Approved by: Manager/Executive /
Menemkep / PykoBoante Lﬁ
Manoj Kumar ,-\:,:‘_(,L_ p

Reprint Date /

Reprint Date /

Mara: 11.03.2024

Jara: 11.U03.2024

—
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Reprint Date /
Jara: 11.U3.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon™ (keToposiak) pacTBop juisi BHYTPUBEHHOIO H BHYTPUMBILIEYHOTO BBEACHHUS, 30 Mr/mut
Batch No / : V240113 Batch Quantity / : 272727 ampules /
Cepusi Ne O0neM cepun 272727 amnyn
Analytical Report No / : 890001722126 Date of Analysis / : 11.03.2024
Aunanuradyecknii oruer Ne JlaTa anaamusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jara npon3BoacTBa Togen mo

Analysis performed according ND / Anaqu3 nposenen no HJI: JII1-001365-170222
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13 Packaging / YnakoBka

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. /

Ilo 1 w™Mn B aMOoynasl U3
CBETO3AILHUTHOTO cTexna
xopuuHeBoro knacca I (USP). B
BEPXHEH 4acTH aMITyJibl HaHECEHBI
KOJBLIO M TOYKa 1ys paszinoma. Ha
amIyJly HaKJeHBarOT 3THKETKY.

ITo 10 amMmyn ¢ HMHCTpYKUMEH Mo
NPHMEHEHHIO TIOMELLAoT
B [IBX/amomuHueBblii 61ucTep.

ITo 1 6nucTepy B na4yKky KapTOHHYIO.

1 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. /

[lo 1 wMan B aMmnynsl U3
CBETO3aLUUTHOTO CTEKIa KOPUIHEBOTO
Wil  TeMHO-KOpHYHEBOTO  LBeTa
ktacca I (USP). B BepxHeit yactu
amIyJbl HaHECeHbl KOJBLO M TOYKa
11 pasnoMa. Ha amnyny HakienBaroT

ITUKETKY.
ITo 10 amnyn ¢ UHCTpPYKLMeH 1o
NPUMEHEHHIO TIOMEUIAI0T

B [IBX/amoMuHueBbIi GiucTep.

[To 1 6nucTepy B Ma4Ky KapTOHHYIO;
JUId  CTauMOHapoB: mno 2, 3, 5
6711CTEPOB B NAUKy KapPTOHHYO.

Ilo 1 6sucTepy B NayKy KapTOHHYIO.

14 Labelling / Mapkunposka

According to ND / B cooteerctBuu ¢ H]I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3atmiieHHOM
OT CBETa MeCTe IIpH TeMmnepatype He Beiue 25 °C. He 3aMopaxuBats.

16 Shelf-life / Cpok roaHocTu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTRYET Tpebosanusm HJT

Conclusion: APPROVED /
3axkmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Ankit ﬁ _{TIposepeno: Ra karz}\ OnobpeHo: Menemxep / PykoBoanTesib

<l m“ﬂ]:)% Manoj Kumar A !g.{u V :
Reprint Date / Reprint Date /' Reprint Date / —
Jara. 11.03.2024 Jara: 11.03.2024 Hara: 11.03.2024
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxkr: Keropon® (keroponak) pacTBop il BHYTPUBEHHOIO U BHYTPUMBILIEYHOTO BBEAEHNS, 30 Mr/mun
Batch No / 1 V240113 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001722126 Date of Analysis / : 11.03.2024
AdanuTudeckuii oTuet Ne JlaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jara npou3BoAcTBa I'onen go

Analysis performed according ND / Anann3s nposeaen mo HJI: JII1-001365-170222
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API name / Haumenoanue AD®C: Ketorolac tromethamine / KeToponaka TpoMeTaMHiH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepun npouspoautens A®C: ABQH005022
FP Manufacturer API Batch number /
Homep cepuu cybcTanuuu npoussoaurens LJIP: FEQA00497
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponseogutens ADC, cTrpaHa: JI-p Peaau'c Jlaboparopuc JIita., Mnnus
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlponykT cootBeTcTRYeT TpeboBarusmM HJI 3aknwuenune: OJOBPEHO
Prepared by / ) Checked by / Approved by: Manager/Executive /
[Tonrorosneno: Ankit ﬁ L1 ITposepeno: R .kan%‘ Ono6peno: Menemxep / PykopoauT

ﬁ_ :“-CO”'(, Manoj Kumar @LJ
Reprint Date / Reprint Date / = Reprint Date /
Jara: 11.03.2024 Jara: 11.03.2024 Hara: 11.03.2024




