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Product/ Ketorol gel for external use 2 %

IMpoaykr Ketopon®, renb s HapyAHOro npumededns 2 %

Batch No / 1 V230375 Batch Quantity / : 32315 units/
Cepusa Ne Pazmep cepun 32315 epnHnu
Analytical Report No / : 040001830172 Date of Analysis / 1 22-05-2023
AHATMTHYECKHIT oTYeT Ne JlaTa aHanu3a

Date of Manufacture / : May.2023 Date of Expiry/ ¢ Apr.2025
JaTa npousBoacTBa [Nonen no (BKA.)

Analysis performed according to ND / Auanus nposejgend no H/L: JITT-Ne(001119)-(PT-RU)-110822

No Test / [loka3aTenab

1 | Description / Onucanue

Identification / l/lzleHTuquauuﬁ

Result / PesyabTaTsl

Specification / Hopma

Homogeneous semi-transparent gel
with characteristic odor /
OnHopoAHbII NOMYTPO3payHbIi refb
C XapaKTEPHbIM 3aMaXOM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OaHoponHbIH Mpo3pauHbIi 1
NOJIYTIPO3pA4HbIN ['CJIb C XapaKTEPHbIM
3aMaxoM.

| Ketorolac tromethamine /
KeToponaka TpoMeTaMuH

|
)

Complies as prescribed /
CooTBETCTBYET

The retention time of the main peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpewms
YAEpXKUBAHUS OCHOBHOTO [MHKa Ha
XpOMaTorpaMMe UCIBITYEMOT0 pacTBopa
JIOJDKHO ~ COOTBETCTBOBATb  BPEMEHHU
yNep)KUBaHUS OCHOBHOIO IHKa Ha
XpomarorpaMme pacTBopa CTaHIapTHOTO
obpaslia KETopoJiaka TpoMeTaMH1Ha

Remarks : The Product conforms to ND /
ITpumeyanue: IIponyKT COOTBETCTBYET TpeboBanusaM HJTL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Hara: 22-05-2023

Jara: 22-05-2023

Prepared by / Checked by / Approved by: Manager / Executive /
[Tonrotorneno: Ankit N [Tposepeno: Himesh Kumar OnobpeHo: Menemxkep / PYKOBOANTE 1k
/W - Manoj Kumar - /‘
/. : b
Reprint Date / L, — Reprint Date / Reprint Date /

Jarta: 22-05-2023

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: L85195AP1984PLC004507
www.drreddys.com
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Product/ Ketorol gel for external use 2 %

Ipoaykr Ketopon®, renb aist HApY»KHOTo NpuMeHeHus 2 %

Batch No / 1 V230375 Batch Quantity / : 32315 units /
Cepusi Ne Paszmep cepnu 32315 eanHny
Analytical Report No / : 040001830172 Date of Analysis / 1 22-05-2023
AHaJUTHYeCKHIi oTUeT No JlaTta ananusa

Date of Manufacture / : May.2023 Date of Expiry / : Apr.2025
JaTa npousBoacTea Fonex no (Bka.)

Analysis performed according to ND / Ananus nposeaen no H/: JITT-Ne(001119)-(PI'-RU)-110822

Ne ! Test / [TokazaTens | Result / PesynbTaThl Specification / Hopma

2b | Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl CooTBeTcTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MeTunnaparsapokcudeH3oat chromatogram of the sample preparation
HaTpHs ¥ NPONHIMaparupoKcH- corresponds to that in the chromatogram
6eH30aT HaTpuA of the standard preparation under assay /

Bpemena  yAepKUBaHMs ~ OCHOBHBIX |
[IMKOB HA XpOMATOrPaMMe UCIBITYEMOTO
pacTtBopa AOIDKHBI  COOTBETCTBOBATH
BpEMEHAM  YACPXHBaHHS  OCHOBHBIX
MMKOB Ha XpOMarorpaMme pacTBopa
CTaHIAPTHBIX oOpasios
MeTHRnaparuapoxcubensoara H
| nponminaparuapokcubeHsoara.

3 | Weight of package content / 304g/304r In according to EAEU Ph. or Rus. Ph. /
Macca coaep:kMMOro B coorBerctBuM ¢ TpeGOBaHMAMH
yNaKoBKH DOEADC unu I'd PO.

4 | pH of aqueous suspension / 6.4 6.0-7.8/016,0 no 7,8 |
pH BoaHoii cycnensun '

5 | Viscosity / BazkocTsb 7.667 poise / 7.667 nyas Between 5 and 12 poise /

| Ot 5 no 12 nya3
|

6 | Related substances / PoacTBeHHbIe IpuMecH
Ketorolac 1-keto analogue / 0.02 % Not more than 1.0 % /He 6onee 1,0 %
1-keToaHanor KeToponaka

Below LOQ (LOQ = 0.020 %) / Huxe
Ketorolac 1-hydroxy analogue / | npeaena konuuecrsennoro onpencienns | Not more than 0.5 % / He Gonee 0,5 %
l-rugpokcHaHanor KeTopoaka (IIKO = 0.020 %)

Remarks : The Product conforms to ND /
Ilpumeyanue: [IpoaykT cooTBETCTBYET TpeboBaHusM H]I

Conclusion : APPROVED /
3akawuyenune: OJOBPEHO

Prepared by /
IoarorosneHo: Ankit -

Checked by /
Iposepeno: Himesh Kumar

i

~

Approved by: Manager / Executive /
OpnobpeHo: Menemkep / PykoBoantesib
Manoj Kumar - ﬁ"

Qb

{i

4 i
Reprint Date / (—
Jara: 22-05-2023

Reprint Date /
Hara: 22-05-2023

Reprint Date /
Hara: 22-05-2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product/ Ketorol gel for external use 2 %

Mpoaykr Ketopon®. renb Ass Hapy»KHOTO NpHMEHeHUs 2 %o

Batch No/ : V230375 Batch Quantity / : 32315 units /
Cepusa Ne Pasmep cepun 32315 eapHuy
Analytical Report No / : 040001830172 Date of Analysis / 1 22-05-2023
AHaUTHYeCKHH oTueT No JlaTa aHanu3a

Date of Manufacture / : May.2023 Date of Expiry / ¢ Apr.2025
Jarta npousBoacTea I'onen a0 (BKJ1.)

Analysis performed according to ND / Ananus nposened no HJX: JITI-Ne(001119)-(PT-RU)-110822

‘ No Test / [TokasaTesb Result / PesyanTaTh! Specification / Hopma
Any single unidentified 0.03% Not more than 1.0 % / He 6onee 1,0 %
‘ impurity/ EnuHHuHast
HEMICHTHPHLUPOBAHHAS
MpuUMech
[ Total impurities / Cymma 0.1% Not more than 3.0 % / He 6onee 3,0 %
| npumecei
7 |Microbial limits / Mukpo6uosornueckasi 4ucToTa
Total aerobic microbial count '
/ O6uee YUCTO a3POOHBIX : Less than 10 CFU/g / Not more than 100 CFU/g /

MHKPOOPraHH3MOB Menee 10 KOE/r
lr Total combined yeast and molds
count / Oduiee 4nciIo

MPOYOKEBBIX M [UIECHEBBIX TPHGOB | Menee 10 KOE/r

Staphylococcus aureus

Pseudomonas aeruginosa

Less than 10 CFU/g /

Absent in 1 g/ OtcyTcTBYeT B 1T

Absent in 1 g/ OtcyTcTBYeT B 1T

He 6onee 100 KOE/r

Not more than 10 CFU/g /
He 6onee 10 KOE/r

Should absent in 1 g/ OtcyTtctBue B 1T

Should absent in 1 g/ OtcyTcTBiE B 1T

8 Assay / KoandecTreHHOe onpeaesieHe:

|Ethanol / Dtawon 98.0 % NLT 85% and NMT 115% of the
labeled amount /|
Or 85 mo 115% oT 3aiBICHHOIO

KOITM4yecTBa
|
Dimethyl sulfoxide / 100.4 % NLT 90% and NMT 110% of the
JuMeTuncyanpokcun labeled amount / Ot 90 mo 110 % ot

3adABJICHHOI'O KOJIMYECTBA

Remarks : The Product conforms to ND /
IIpumeuanue: [Iponykr cooTBeTcTBYET TpeboranuaM H]

Conclusion : APPROVED /
3akarwyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toaroroeneno: Ankit - ITposepeno; Himesh Kumar Onobpeno: Menemwkep / Pykosozangeinb
/ﬂr C _‘é = Manoj Kumar Yoo Lt /4
\'_H_)_!J ——
Reprint Date/ /- Reprint Datc / Reprint Date /
Hara: 22-05-2023 Jarta: 22-05-2023 JHara: 22-05-2023

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: L85195AP1984PLC0O04507

www.drreddys.com
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Product / Ketorol gel for external use 2 %

IMpoaykT Ketopon®, resib A1 HapyKHOTO MpHUMEHeHHs 2 Y

Batch No / 1 V230375 Batch Quantity / : 32315 units /
Cepust Ne Pasmep cepum 32315 ennHuL
Analytical Report No / : 040001830172 Date of Analysis / : 22-05-2023
AHaauTHUyecKHii oTueT Ne Jlara ananusa

Date of Manufacture / : May.2023 Date of Expiry / : Apr.2025
JaTa npou3BoacTBa I'ogen no (BKJ.)

Analysis performed according to ND / Ananus nposenen no HJ/L: JIIT-Ne(001119)-(PT'-RU)-110822

KeTOpOJ’[aKa TPOMETAMUH

Sodium methyl parahydroxy- 100.6 % NLT 90% and NMT 110% of the
benzoate / MeTunnapa- labeled amount / Ot 90 no 110 % ot
r'MApoKcubeH30aT HaTpusl 3asBJIEHHOTO KOJIMYECTBa

Sodium propyl parahydroxy- 98.2 % NLT 90% and NMT 110% of the
benzoate / Ilponunnapa- labeled amount / Ot 90 ao 110 % ot
IHAPOKCHOEH30aT HATpPUS 3asBJICHHOrO KOJIMYECTBA

Ketorolac tromethamine / 100.6 % NLT 90 % and NMT 110 % of the

labeled amount / Ot 90 no 110 % ot
3a5ABJIEHHOTO KONTMYECTBA

9 | Package/ YnakoBka

30 g in a laminated aluminum tube equipped with tamper-evident membrane.
1 tube together with instruction for medical use (leaflet) in a carton. / [To 30 r
B8 TyOy W3 JaMWHHPOBAHHOTO ATIOMHUHMS, CHaOXKEeHHYIO MeMOpaHoM s
KOHTpOJs TmepBoro BekpbiTHA. Ilo 1 TybGe BMecTe ¢ MHCTpYKUHei Mo
MEIHLWHCKOMY NIPUMEHEHHIO (JINCTKOM-BKJIABIIIEM) B [TaUKY KAPTOHHYIO.

' API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/MHH:

| Ketorolac / Ketoponak

Homep cepun cyOcTaHuuu
npoussoautens [JID:

API manufacturer batch number / ABPH010274
Howmep cepuu nponssoautens A®C:
FP Manufacturer API Batch number / |FEQA00039

API Manufactured by & country /
IIponsBoautens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India / I-p Pennn’c JJaboparopuc JIta., Unaus

Remarks : The Product conforms to ND /
Ilpumevanne: IIponykT cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarotoBieno: Ankit [Iposepeno: Himesh Kumar OnobpeHo: MeHekep / PyKoBonnTenb
/A C\j,A Manoj Kumar }} .
. ~ 'J_}/-f"“___'
Reprint Dale / L Reprint Date / Reprint Date /
Hata: 22-05-2023 Hara: 22-05-2023 Harta: 22-05-2023
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