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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

Product : /

MpopyxT:. KeTtoposl " (KETOPOJIaK) pacTBOP IS BIYTPHBCHHOIO W BHYTPHMBILLIEGYHOTO BBEACHNS. 30 MF/M_J]M
Batch No / 1 V230369 iBatch Quantity / : 272727ampules /
Cepua No _ |O6bem cepun 272727 amnva

: 890001663025 " |Date of Analysis / : 13.05.2023

Hara ananusa

Analytical Report No /I
AnagaTHyeckuil oryer No

Date of Manufacture / : Ap1'.i(523 |Date of Explryf : Mar.2026
JiaTa MpoH3BOACTEA Tonen no S
I_;Emlvsxs performed 'iccordmg ND / Amannz nposepen mo HJI: JIT1-001365-170222

_Pagelof MTH; 4——

l}? ; Test/ [TokazaTens Results / PesynnTaTnl Specification / Hopma !
A S, S e _ S
1 }—Descrlptlon / Onucanue Clear, light vyellow solution. /  Clear colorless to pale yellow sclution,
l | [MTpospauHelii ceeno-KenTeili |/ TIpozpausslli  GecuBeTHBIN  Hu
| pacTBop. CBETJIO-XKENTHIH pacTBOp.

|

2 Identification /
MoanuuHoCcTL

The retention times of the main
peaks in the chromatogram of test
solution correspond to thosc in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen {Assay section) / Bpemena
YOEP®HUBGHHSA OCHOBHBIX MHKOB Ha
XpoMaTorpamme HCIBITYEMOTO
PacTBOPa COOTBETCTBYHOT BPEMEHAM

«KonuyecraeHHoOe OH]IJEH.EIICHHB»)

| Xpomarorpamme

" 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
VACPKUBAHIUA OCHOBHBIX TIHKOB Ha
UCTILITYEMOTO
pacTBOpA AOMKHBI COOTBETCTBOBATE

YIOCPAMBAHUS OCHOBHBIX THMKOB Ha = BDCMCHAM YACD/KHMBAHIL OCHOBHBIX
. XPOMATOrpaMMe CTEHAAPTHOTO | NIKOB Ha XpomaTorpaMme
' PacTsopa KETopoliaka TPOMETAMHHA | CTaHNAPTHOTO DAacTBOpa KeTOpoNaka
H HANpPOKCEHa {pazmen | TpoMeTamiiHa 1 HanpoKceHa (pasfen

«KonnyecTpesHoe onpe;[eneﬂue»)

1

3 | Clarity/ l'[gm)ozpaquoc"rb

I Complies / CooTeeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / Onanecuenuus
NpEenapara He JOJOKHA NPeBbIilaTh
ONANECHEHLIMIO 3TAIOHA CpaBHeNHKs L.

4 | Color/ IIBeTHOCTDL 0.07 Not more than 0.20 at 430 nm. /
He Gonee 0,20 npH wiiHe BOJIHBI
i 430 nm.
5 | pH | 7.38 From 6.9 to 7.9./ O1 6,9 10 7.9

[ 6

"Remarks: The Product confirms to ND/
Ilpumeunanue: Ipoaykr cooTsercTByeT Tpebosanuam HJI

" Particulate matter / MexaHuuecKHe BRNIOYEHUS

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
TTonrorosseno: Ankit

i

Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemxkep / P\ KOBOAHTCIb

A Ipoeepero: Ankaj Verma
- ) i I / . Manoj Kumar TR
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.05.2023 Jara: 12.05.2023 }]aTa 1'1 OS ”0”3 o
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CEPTUDHUKAT AHAJN3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular i injections, 30 mgml
Hposyxr:  Keropon™ (keToponak) pacTBop JUis BHYTPHREHHOIO U BHVTpHEEb;_L;Umﬁi‘{HOFO eBejieHns. 30 mr/mu
Batch No / : V230369 |Batch Quantity / : 272727ampules /
Cepps Ne o OoBem cepun 272727 amnyn
Analyhca] Repﬁri No / : 890001663025 |Date of Analysis / : 13.05.2023
AHastuTH4ecknii oTyeT No o o Hara ananusza o
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026 -
Jlara nponssoacTea Togew 5o i o

Anahms performed accordmg ND /[ Anamus IpoBeseH 1o I-I,Il; JII- 001365- 170222
'“>"20f4/‘ s 2;{34

J
I.;f:) Test / [ToxazaTens Results / Pe3yasTaTst ! Specification / Hopma
- { ]
6A  Visible particles / Complies / CooTBETCTBYET Should correﬁponﬁ to requiremenfs I
BuanMble YacTHLbI B cooTreTcTBUM C ?peﬁoaammmu

6B Invisible particles /
Hesuaumbie 4acTHIIbI:

‘ i. Particles> 10 pm/ 07 ' not more than 6000 per ampoule /
YacTull pasmepom > | He Gonee 6000 Ha amnyny;
10 mrm
! il. particles > 25 pm/ 00 not more than 600 per ampoule /
YACTHL PAIMEPOM = i He Gonee 600 Ha ammnyny.
25 MKM f
7 Related substances / Poacrsensbie npumécn o T o S
Impurity Al [Mpumecs A ' 0.15% i not more than 0.20% / we goTiee_‘
| . , 0,20 %;
o B = .
Impurity B / [Tpumecs B elow Lm?,lt of Detection (LOD not more than 0.50% / ne Gonee
0.014 %) / Hixke npenesa 0.50 %:
b 07

o ) obuapyxenna (T10 = 0.014 %) * o o
Impurity C/ Ilpumecs C not more than 0.50% / He Gonee
Less than LOQ (LOQ =0.033 %)/ | 0,50 %;
Huske rpepena KONMUYECTBEHHOTO |
W onpenenenus (ITKO = 0.033 %) !

[ Impurit‘yD/HpHNMECLD | not more than 0.20% / ne Gomee |
| Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Huke npengna
. ¢ obnapyxenus (I10 = 0.014 %) , o R
Any unspecified impurity / Not more than 0.20 % / He 6onee
Enunnynas HevmeRTHQHIH- 0,20 %.
poBaHHas NpHMech Not detected / He oGuapyxena

Conclusion: APPROVED /
3axmogcane: OJJOBPEHO

| Remarks: The Product confirms to ND/
ITpumeuanue: [pogvkT coorBeTcTrveT Tpeboanusm H]

i Prepared by / | Checked by / Approved by: Managet/Executive /
IlogroTosneno:; Ankit IlposepeHo. Ankaj Verma Opobpeno: Meﬁemlcep/ Pyvropouites
/ P Manoj Kumar 1
[Reprim Date/ Reprmt Date / l Reprint Date /
Hara: 12.05.2023 | Hara: 12.05.2023 ' Hata: 12.05.2023
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Product:/  Ketorol (K{:iolokac) solution for intravenous and intramuscular mjectmns 30 mg/ml

Hpoaykr:  Keropon" (xeToposiak) pacTsop Aist BHYTPMBEHHOTO W BHYTPUMBILLCHYHOTO BBEACHUS, 30 Mr/mn
Batch No / : V230369 Batch Quantity / 272727ampules /
Cepusn No. i O6wem cepun _ 272727 amnyn
Analytical Report No / : 890001663025 Date of Analysm/ : 13.05.2023
AnanuTHyecKui oTgeT No Mara ananusza o
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026 '
Hara NPOH3BOACTBA il"ozlen [o _

|Analysis performed accordlng ND / Aranuz npose;lca no HJ: JII1-001365- 17022_2

Results / PesyasTars:

0.15 %
1.0ml/ 1.0 ma

. <=0.725 EU/mg /
<=().725 E3/mr

(N |
o Test / Toxazarenn
Ne |
| ; “—fotgf-immpurities_/ mma
' npumecef
8 ' Extractable volume/
Hssraexaembiii 00bem
9 ' Bacterial endotoxins /
i BakrepuansHbie
IHAOTOKCHHBI
10 Sterility (every 15th batch) /
CrepunbHoCTb (415 Kamaoii
15-0it cepun)
. 1 | ﬁssﬁy / Koanuccrsennoe

onpepeeHue

Alcohol content / tanon

NA

. Pc e 3of4/( m 31134

i Specification / Hopma

Not more than 1.50 % / He bonee

1,50 %.

Not less than Iabel claim (_1—.0_1111?} T

He menee nomunansyoro (1,0 mn)
“Not more than 5.8 E‘U/mé of ketorolac

fromethamine. / He Gonee 5,8 EQ/mr

KETOPONAKa TPOMETaMHH4.

. Must be sterile. / Jlomken 6bITh

29.69 mg / 29.69 mr

CTEPHIIBHBIM.
From 27.0 mg to 33.0mg of
CisHiaNOs C4H ]NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
no 33, 0mr  CisH3sNOs C4HiNOs
(xeToponaka TpoMeTaMHH) B 1 Ma,

11.91 %

Remarks: The Product confirms to ND/
[lpumeuanne: Ipopyxr coorBercTBYeT Tpebosaguam HIT

From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.

Conclusion: APPROVED /
3akmoyenne: ONIOGPEHO

fPi‘epared by / i

i’ Ionrororneno: Ankit /A
Reprint Date /

| Hara: 12.05.2023

B e T

Checked by / Approved by: Manager/Executive /
TlpopepeHo: Ankaj Verma Onobpeno: MeHemxep ' Py kopo, tHTeNb
- Manoj Kumar Mok ts
Reprint Date / =

| Reprint Date /
| Hara: 12.05.2023

Hara ; 12.05.2023
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CEPTHOUKAT AHAJIM3A
Product:/  Ketorol (Kctorolac} solution for intravenous and intramuscular IHJECUOHS 30 mg; /ml
IpelykT: Keropon™ (keroponak) PacTBOP /1S BHYTPHBEHHOTO H BHy’f‘pHMblLﬂellHOF(} ro seenenus. 30 mr/imn
|BatchNo / £ V230369 Batch Quantity / : 272727ampules / |
Cepria Ne _ ) _|Obvem cepun 272727 amnyn ) !
Analytical Report No / : 890001663025 Date of Analysis / : 13.05:2023 T
‘{knaﬂﬂng_gc@ oruer Ne . Nara ananunza ) e
{Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026 |
Mara npoH3BOACTRA Toxen no |

§Analyﬂs performed accordmg ND 7 Ananus npoae_gen no HJI: HI'I 001365 170222 e
Poge 4ol 4] Cip A wsd_

|
‘ I;.? Test / [lokazarens Results / PeayasTaTsl i Specification / Hopma :
13 Packaging / ¥Ynaxoska | 1 mLinclass] 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 cut ring 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
[ I[lo 1 wMn B amnysst ®3 | inacarton pack. /
CBETO3aIIMTHOIC crexna | ITo 1 mn B avmynsl w3
i xopuaHesoro knacca I (USP). B | CcBETO3AILHTHOro CTEKNA KOPHYHEBOTO i
‘ BEPXHEH YAaCTH aMOyNb! HAHECEHW | HIM  TEMHO-KODHYHEBOTO  LBETA
f ) KONBUO M Todka Hni pasnoma. Ha | wiacca I (USP). B mepxdeit uacTu |
AMITYJTY HAKNEHBAKOT ITHKETKY. ; AMIYnel HAHECEeHbl KONBLO M TOYKA
Ho 10 ammyn ¢ uHcTpyKuMell no f g pasioMa. Ha aMnyny Hakieusaior
NPUMEHEHHIO HOMEaoT F 3THKETKY. i
B [IBX/amomunrersiii Gaucrep. Ifo 10 amnyn ¢ wHCTpykumMeli no |
ITo 1 6aucTepy B MauKy KAPTOHHYIO. | NPUMEHEHUIO TIOMemaoT
i B [IBX/amomunnessiii Gnucrep.
Tlo 1 GnwucTepy B NAYKY KapTOHHYIO;
Ams  cTalHoHapoB: no 2, 3, 5
I ! GnucTepos B ayKy KapTOHHVIO. m__}
14 Labelling / Mapkuposka Accordmg to ND /B cooTBeTCTBHH ¢ H}I i
15 Storage conditions / ’ In a place protected from light below 25 °C. Do not freeze. / B 3AINMILEHHOM |
Xpanenne | OT CBETa MECTe NIpH TeMuepaType He Bbinie 25 °C. He 3amopaxusars. ;
16 Shelf-life / Cpox roanoern + 3 years. / 3 roza. -
O S - - VO e - = — ]
Remarks: The Product confirms to ND/ Conclusion: APPROVED / l
Upuveyanue: [TposykT coorsercTayer Tpebosanmsim HJJ | 3aximovenwe: OMOBPEHO E
Prepared by / - Checked by / ! Approved by: Manager/Executive / i
[Monrorosneno: Ankit '7'11 / ITposepeno: Ankaj Verma } Onobpeno: Menemxkep | PykonosiTens I
L . ' Manoj Kumar odhis
Reprint Date / Reprint Date /- Reprint Date /
| Hara: 12.05. 2(_)_23 . Jara: 12.05.2023 B | Hara 4 12".()5.2(}23 C
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