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Product/ : Ketorol gel for external use 2 % N T
Ipolyxr Keropoa®, resb y1s napyxHoro npuMeterus 2 % o j]
BatchNo / : V230555 Batch Quantity / : 32361 units / !
CepHn Ne _ o Paimep cepuu 32361 eaunnuy
Analytical Report No / : 040002030018 Date of Analysis / : 12.08.2023
jAHAJTHYeCKH T 0TYeT No ‘,_B:a'ra aHANU3A o

‘Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025

JlaTa ipou3roAcTRa Toged ao (Bxor) _[
jing_!lsis performed according to Nm‘uanmmnponeueu no BA: JI-Ne(001119)-(PT"-RU)-110822 N

Ne | Test / TlokazaTens 4 Result / PesyabsTaTnl i Specification / Hopma i

1 |{Description / Onucauue | Homogeneous semi-transparent gel i Homogeneous transparent or semi-
E , | with characteristic odor / transparent gel with characteristic odor /
QpnuopomHbIit NOMYNpo3payHetii reis  ONHOPOAHLIH Npo3padyHbiH WIK l
C XapaKTepHBIM 34TaX0M. TOAYNPO3padHbili FeNb ¢ XapakTepHbM
3aMAX0M. !

2 _ Identification / MnenTnduxauns T e -
2a  Ketorolac tromethamine / ! Complies as prescribed / | The retention time of the main peak in the i
Keroponaka TpoMeTaMuH COOTBETCTBYET chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpewms
YOepKHBAHHA OCHOBHOTO ITHKA Ha
XpOMATOIPaMME MCTIBITYEMOT'0 PaCcTBOPA
NOMKHO  COOTBETCTBOBATE  BPEMEHM
| YACPXKMBAHHA OCHOBHOTO IIMKa Ha
| XpOMaTOTpaMMe PacTBOpa CTAHIAPTHOTO
ofpasia KeToponaka TpOMeTaMHHA

i

|

|
B

ﬁmarks - The Product conforms to ND / o Conclusion : APPROVED /
MNpumenanne: Tponykr coorreTcTRYET TpebosanuaM HII Jaxniouenne: ONOBPEHO |
- Prepared by / Checked by / Approved by: Manager / Executive /
! Moarortosneso: Pardeep Kumar TIporepeno: Santosh Kumar Onobpero: Menemxep / Pyroroanscib
Ma - Manoj Kumar {
- - urya (k anoj Kum ahb ﬂ_vf.ﬁi"'”f
Reprint Date / "| Reprint Date / Reprint Date / o
Iara: 12.08.2023 ] Hata: 12.08.2023 o Hara: 12.08.2023 . _

Registerad Office: 8-2-337, Road Nao, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2800, Fax; +91 40 4900 2999, Email: mail@drreddys.com
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No Test / Tlokasatens
"2b  Sodium I;ethyl para_hm}“,fuaruaxy-

Product/ : Ketorol gel for external use 2 %

Hpogykr  Keropon®, rens 1isi Hapy»HOTro npumenenus 2 % . .

BatchNo / : V230555 Batch Quantity / : 32361 units/
Cep#n Ne ~ Pa3mep_5:epuﬁ 32361 emuHuir
‘Analytical Report No / : 040002030018 " |Date of Analysis/ : 12.082023
|AnajiHrHYyeckui oTuer Ne Hara anannsa o
Date of Manufacture / + Jul.2023 Date of Expiry / : Jun.2025 N
Jlara ipou3BoJCTEA . ~ [lonex 1o (BKn.)

Analysis performed according to ND / Anasus nposeen mo HJ: JIN-Ne(001119)-(PI™-RU)-110822 —_

Result / PesynnTaTs!

Complies as prescribed /

—

Specification / Hopma !
The retention time of the qocT:umﬁfeth}l

_benzoate and sodium propyl CooTseTcTRYET parahydroxybenzoate and sodium propyl
. parahydroxybenzoate / parahydroxybenzoate peak in the
 Metunnaparugpokcutensoar chromatogram of the sample preparation
{HATPHA ¥ NPOTMIIAPAr HAPOKCH- corresponds to that in the chromatogram |
- BEH30aT HATPHS of the standard preparation under assay /
Bpemena  ynepXuBaHHS  OCHOBHBIX
g ITHKOB Hd XPOMATOIPAMME MCIILITYEMOro
: pacteopa [OMKHBL  COOTBETCTBOBATD |
. BpEMEHaM  YHEDMCHBAHHA  OCHOBHBIX
: NHKOB HA XpOMaTorpaMMe pacTBOpa
CTAHAAPTHBIX obpasuoes
MEeTHInapariapokcubensoara U i
_ nponuiinaparnpoxcuben3oara.
3 !'Weight of package content / 304g/304r In according to EAEU Ph. or Rus. Ph. /
| Macca COEPIKUMOr0 B coorteercrBuM ¢ TpeboBaHMAMH
YAAKOBKH E@EASC uni [@ PO,
' 4 |pH of aqueous suspension / 7.0 L 60-78/0160m078
I pH BonHO#H cycrmensmnm i
5 | Viscosity / BsskocTs 7.236 poise / 7.236 myas 'Between 5 and 12 poise / T
| Ot 5 o 12 nyas I
6 | Related substances / PopcTeennsie npumecH ]
Ketorolac 1-keto analogue / T Below LOQ (LOQ = 0.020 %) / Huxe | Not more than 1.0 % /He Goxee 1,0 %
1-keroasanor Ke-roponaxa npenena KOMHYECTBEHHOIO ONPEICICHNA
— (MKO = 0.020 %) .
Ketorolac I-hydroxy analogue / Not more than 0.5 % / He Gozee 0,5 %

| 1-TMAPOKCHAHANIOT KeToposlaka

Below LOQ (LOQ = 0.020 %)/

Humxe

npefena KONUYECTBEHHOTO OTIPEACICHHA

(ITKO = 0.020 %)

Telmrks - The Product conforms fo ND/
Tpumeuanne: [IponyxT cooTBercTRYET TpeGoBannam HJJ

Conclusion : APPROV.ED‘“;’ )
3axnioyenne: OJJOGPEHO

Prepared by /
[ToproToeneHo: Pardeep Kumar

~

Checked by /
IIposepeno: Sunlysh Kumoar

-

Maurya -

e

Approved by: Manager / Executive /
Onobpeno: Medemxep / Pyronouriceis
Manoj Kumar

hoofused

Reprint Date /
Jara: 12.08.2023

| Reprint Date /
Hara: 12.08.2023

Reprint Date /
,[[a"ra:_ 12.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
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Page3 ofd/Crp.3u3 4

Test / [TokazaTens ‘ Result / PesyasraTet
Any single unidentified 0.05%
i impurity/ Enunpynas

__Ng. y

HEHIEHTHQHLHPOBAHHAS
npHMech

0.1%

Total impurities / Cymma i
opHMece

! Analysis performed according to ND / Anann3 nposeen no HI: JTI-Ne(001119)-(PT-RU)-110822 _

[Product / Ketorol gel for external use 2 % i B T _!
Ipopykr  Keropon®, rens min HapyXHOro NpHMEHeHHs 2 Yo N o "
Batch No / 1 V230555 [Batch Quantity / : 32361 units / i
Cepsn Ne . ~ {Pazmep cepuu 32361 enunu ;
Analytical Report No / : 040002030018 'Date of Analysis / : 12.08.2023 !
AHaAuTHYECKHH 0TyeT No R B Hara ananusa

Date of Manufacture / : Jul.2023 'Date of Expiry / 1 Jun.2025

JlaTa npouseoacTEa _ljonen Jto (BKIL.)

Specification / Hopma 1
Not more than 1.0 % / He Gonee 1,0 % |

Not more than 3.0 % / He 6onee 3,0 %

H

[ 7 Microbial limits / Muxpo6uonoruieckas Y4cToTa

| , Total aerobic microbial count

| / Ofwee yncno a3pobHEIX
MEKPOOPraHH3MOB

Total combined yeast and molds

count/ Ofee yucio

\IPOMOKEBBIX M ILIECHEBBIX IPHOOB |

Less than 10 CFU/g /
Menee 10 KOE/T

Less than 10 CFU/g /
Menee 10 KOE/r

Staphylococcus aureus

Pseudomonas aeruginosa

Absentin 1 g/ OrcyreryeT B Ir

E Absentin 1 g/ Orcyrcrsyer s 1r

f — —
Not more than 100 CFU/g / ]
, He Gonee 100 KOE/r '

| Not more than 10 CFU/g / j
He Gonee 10 KOE/r

| Should absent in 1 g/ OteyrcTeue B Ir

i

Should absent in 1 g/ OrcyreTeue B Ir

g Assay‘/ KonuuecTBenHOE onpeaeneHue:
Ethanol / Dranon i 98.1%
 Dimethyl sulfoxide / ' T100.5 %
JumeTuncynbhokeua
U i i

labeled amount /i
Or 85 no 115% oT 23aiBNEHHOrO !
KOJIHYeCTRA

'NLT 90% and NMT 110% of the
labeled amount / Ot 90 go 110 % or|
3aABJICHHOIO KOJIHYeCTRa |

Remarks : The Product conforms to ND /
Mpumeyanue: ITpoaykT cooTBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3aknwuenne: OJOEPEHO

Prepared by / Checked by / Approved by: Manager7 Executive /
Hoarorosneno: Pardeep Kumar Tposepero: Santgsh kumar Onobpero: Meremxep / Pykoro 111Te/th
Maurya %F‘ Manoj K ’ /
: ‘! aury ) 1) anoj Ksumar '}n’rj‘i‘i‘_
Reprint Date / Reprint Date / Reprint Date / ' B
Hara: 12.08.2023 JHara: 12.08.2023 Hata: 12.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTHQUKAT AHAJIM3A
Paged of 4/ Crp.4u3 4

Product/ : Ketorol gel for external use 2 % o B
!Hpoﬂylﬂ Ketopon®, reiib put HapyxHoro npamedenua2 %
‘Batch No / : V230555 . Batch Quantity/  : 3236l umits/
tCelgmz b _ _ Pasmep CepHH 32361 eguunLy
| Analytical Report No / : 040002030018 Date of Analysis / : 12.082023
AnanuTHYecKHii oT4er No _ |AaTa ananusa i
Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025 T
Jlara nupou3BoacTRa ) o I'open o (BxuL)
Analysis performed according to ND / Auanus nposenen no HL: JTI-Ne(001119)-(PI-RU)-110822 ]

i Sodium methyl parahydroxy- 98.7 % NLT 90% and NMT 110% of the]
‘ benzoate / Metunmnapa- labeled amount / Ot 90 no 110 % ot
THAPOKCHOEH30aT HATPUA 3aABJIEHHOI0 KOJIMHECTEA
| Sodium propyl parahydroxy- [ 98.8 % NLT 90% and NMT 110% of the
benzoate / ITpomwrinapa- ' labeled amount / Ot 90 no 110 % ot
; FMAPOKCHOEH30aT HATPHUA 3aABIEHHOTO KOJIHYECTBA
Ketorolac tromethamine /| 100.9% NLT 90 % and NMT 110 % of the
Keroponaka tpoMeramus ! labeled amount / Ot 90 a0 110 % ot
‘ 385BIIEHHOTO KOJIMYECTRa

9 jPackage/ ¥Ynakosxa 30 g in a laminated aluminum tube equipped with tamper-evident membrane.
i 1 tube together with instruction for medical use (leaflet) in a carton. / ITo 30 ¢
| {B Ty0y 3 NaMHHHDOBAHHOIO AIOMHHMA, CHaGKEHHYI0 MeMGpaHOH ana
| KouTpons nepporo Bekpeitusa. [To 1 Tybe BMecTe ¢ MHCTpykuMed o
| !  MEJHUHHCKOMY NPUMEHEHHIO (11MCTKOM-BKITAKBIILIEM) B TAYKY KAPTOHHYIO.

' API name / Hauvenosanue ADC: Ketorolac tromethamine / Ketoponaka TpometaMus
INN/MHH: 7 [Ketorolac/ Keroponax - T
API manufacturer batch number/ ' ABQH002106 - -

Homep cepun npoussoaurens ADC: |

i

'FP Manufacturer API Batch number / |FEQA00276 ‘
Homep cepuit cydcTanuum i
I

npoussogurens LJIM:

API Minufacturem & _&l—ﬁntr}wr Dr. Reddy's Laboratories Ltd., India / H-p Pepnu’c Jlaboparopuc Jitzn., Hunus
| Mpoussonurens APC, crpana:

' Remarks : The Product conforms to ND / - Conclusion : APPROVED /
| Ilpumeyanne: [IponyxT COOTBETCTBYET Tpebosanuam H/J Jamouenve: OJOBPEHO
} Prepared by / Checked by / Approved by: Manager / Executive /

[Moarorosneno: Pardeep Kumar | [Ipoepeno: Santosh Kumar Onofipero: Meremkep / Pykosouiment

3 M v Manoj K
=] aurya \’"}‘“ anoy sumar M”’i{',

' Reprint Date / Reprint Date / Reprint Date /| o

Hara: 12.08.2023 | Hara: 12.08.2023 | Hara: 12.08.2023 3 ]
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