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Product / Ketorol gel for external use 2 %

Ilpoaykr Ketopoa®, renp i HapY>KHOTo IpUMeHeHus 2 %

Batch No / 1 V230554 Batch Quantity / : 19373.000 units /
Cepus Ne Pa3mep cepun 19373.000 enuuun
Analytical Report No / : 040002028489 Date of Analysis / : 12.08.2023
AHaauTHuecKHil oTueT Ne Jara aHanusa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

JlaTa npousBoacTBa Toaen no (BKJ.)

Analysis performed according to ND / Ananu3 nposeaes no HJI: JITT-Ne(001119)-(PT-RU)-110822

Test / Iloxa3zaTenib

Result / Pe3yabTaThbl

Specification / Hopma

| 1 D_escription / Onucanue

Homogeneous semi-transparent gel
with characteristic odor /
OIHOPOIHBIY NOMYNPO3PaYHbIi Iellb
€ XapaKTepHBIM 3arlaxoM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHOPOIHEIN MPO3paYHbIA WIN
HOJIYTIPO3pPaYHBI relib C XapaKTEPHLIM
3aMaxoM.

2 | Identification / MnenTuduxanus

2a Ketorolac tromethamine /
Ketoponaka TpoMeTaMuH

Complies as prescribed /
CoOOTBETCTBYET

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 / Bpema
yOepXKUBaHMWS OCHOBHOTO IHKAa Ha
XpoMarorpaMme UCHBITYEMOTO PacTBOpa
JOJDKHO  COOTBETCTBOBATH  BPEMEHH
yIepKMBaHHS OCHOBHOTO THKAa Ha
XpoMaTorpaMme pacTBOpa CTAHAApTHOIO
obpasua keToposaka TpOMETaMKUHa

Remarks : The Product conforms to ND /
Ipumeuanne: ITponykt coorercTBYeT TpeboBaHuaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IMoxrorosnero: Santosh Kumar

Checked by /
I[Tposepeno: Pardeep Kumar

=

Approved by: Manager / Executive /
OnobpeHo: Mesemxep / PykosonnTteins
Manoj Kumar

|

Maurya @
Reprint Date /

Jara: 21.11.2023

Reprint Date /
HNara: 21.11.2023

Reprint Date /
Jata: 21.11.2023

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

CIMN: LOS10SAP19841LCO04507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

IlpoaykT Ketopon®, rens ais Hapy»HOTo puMeHenus 2 %

Batch No / 1 V230554 Batch Quantity / + 19373.000 units /
Cepns Ne Paszmep cepun 19373.000 emuaui
Analytical Report No / : 040002028489 Date of Analysis / : 12.08.2023
AHaIUTHYEeCKHii 0TYeT Ne JlaTa aHanM3a

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

JlaTa nmpousBoacTBa Togen o (BKIL)

Analysis performed according to ND / Auanu3 nposeaen no HJI: JIT-Ne(0011 19)-(PI-RU)-110822

No Test / [loka3aTesb Result / Pe3yabTaThl 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
MeTrnaparuapokcubes3oar chromatogram of the sample preparation
HaTpys M IPONMINAparuIpOKCH- corresponds to that in the chromatogram
0eH30aT HAaTpHs of the standard preparation under assay /

| BpeMena  yZepXKHBaHHsA  OCHOBHBIX
[ NHKOB Ha XpOMAaTOrPaMMe MCIIBITYEMOT0
| pacTBOpa OOJDKHBI ~ COOTBETCTBOBATh
| BpEMEHaM  YOECPKHMBAaHHMA  OCHOBHBIX
IMKOB HA XpOMaTorpaMMe pacTBOpa
CTaHOapTHBIX 06pasioB
MeTH/ITaparugpokcubens3oara 7
nponuiInaparuipokcubensoara.

3 | Weight of package content / 50.5g/505r In according to EAEU Ph. or Rus. Ph. /
Macca coxepKumMoro B cOOTBETCTBHH C TpeOOBAHMAMHM
YHNAKOBKH OEADC unu I'® PO.

4 |pH of aqueous suspension / 6.8 6.0-7.8/016,0 00 7,8
pH BoaHoO# cycneH3un

5 | Viscosity / BazkocTh 7.2 poise / 7.2 myas Between 5 and 12 poise /

Ot 5 o 12 nyas

6 Related substances / PoacTBeHHbIe NPUMECH

Ketorolac 1-keto analogue /
1-keroananor Keroponaka

Ketorolac 1-hydroxy analogue /
1-rugpoKCHaHANIOT KETOpOJIaKa

0.0203%

Below LOQ (LOQ = 0.020 %) / Huxe

npeaena KoNMIeCTBCHHOro OIpEeaCICHNs

(ITKO = 0.020%)

Not more than 1.0 % /He 6oxee 1,0 %

Not more than 0.5 % / He 6onee 0,5 %

Remarks : The Product conforms to ND /

IIpumeyanue: [IponykT cooTBeTcTBYET TpeGoanmsam H/T

Conclusion : APPROVED /
Jaxmouenue: OJJOBPEHO

Prepared by /
IloarorosieHo: Santosh Kumar

Checked by /
ITposepeno: Pardeep Kumar

S

Approved by: Manager / Executive /
Ono6peno: Menemkep / Pykosoaurens
Manoj Kumar

e

Maurya @/
Reprint Date /

Jara: 21.11.2023

Reprint Date /
Hara: 21.11.2023

Reprint Date /
Jara: 21.11.2023

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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Product / Ketorol gel for external use 2 %

Hpoaysr Keropon®, reap L1 HAPYKHOTO NPUMEHSHNA 2 %

Batch No / 1 V230554 Batch Quantity / : 19373.000 units /
Cepus Ne Pasmep cepun 19373.000 enpHumIy
Analytical Report No / : 040002028489 Date of Analysis / : 12.08.2023
AHanuTH4YecKuii oTyeT Ne Jdara ananmu3a

Date of Manufacture / + 07/2023 Date of Expiry / : 06/2025

Jdata npoHsBoacTBa TI'ogeH po (BKM.)

Analysis performed according to ND / Anasin3 nposejex no H: JIM-Ne(001119)-(PT-RU)-110822

Ne Test / IlokasaTenn Result / PesyabTaTh! Specification / Hopma
Any single unidentified 0.06% Not more than 1.0 % / He 6onee 1,0 %
impurity/ ExuHngnas
HeMACHTA(UIMpOBaHHAS
pUMech
Total impurities / Cymma 0.1% Not more than 3.0 % / He 6onee 3,0 %
TpUMece |
7 | Microbial limits / Mukpo6HnoJsioruyeckas 4ucroTa
Total aerobic microbial
count / Ob1ee 9ucio 5 CFU/g/ Not more than 100 CFU/g/
A3pOOHBIX MUKPOOPTaHH3MOB S KOE/r He 6onee 100 KOE/r
Total combined yeast and molds
count / OOb1ee uyucio Less than 10 CFU/g / Not more than 10 CFU/g /
NPOACKEBBIX U [UIECHEBBIX PHOOB Menee 10 KOE/T He Gonee 10 KOE/T
Staphylococcus aureus Absent in 1 g/ OtcytctByer B Ir | Should absent in 1 g/ OtcytctBue B 11
\Pseudomonas aeruginosa Absent in 1 g/ OtcyTetByer B It | Should absent in 1 g/ OtcyTcTBye B 1r
|
8 | Assay/ KoaunuyecTBeHHOE onpeae/IeHUe:
Ethanol / 3tanon ' 97.9 % NLT 85% and NMT 115% of the
labeled amount /
Or 85 mo 115% otr 3aiBIcHHOrO
KOJNHYECTBA
Dimethyl sulfoxide / 100.5% NLT 90% and NMT 110% of the
JiumeTiicynbGokcun labeled amount / Ot 90 mo 110 % or
3asBJIEHHOTO KOJIMYECTBA

Remarks : The Product conforms to ND /

Ilpameyanue: [IpoaykT cooTBeTcTBYET TpeboBaHmsiM HJT

Conclusion : APPROVED /
3axmouedue: OJOBPEHO

Prepared by / Checked by /

Iloarotosneno: Santosh Kumar

Wautyd '
{ 5’,\

TIposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peHo: Menemxep / PykosoanTtes
Manoj Koumar

-y,

g el

Reprint Date / Reprint Date /

Harta: 21.11.2023

Hara: 21.11.2023

Reprint Date /
JHata: 21.11.2023

Registered Office: 8-2-337, Road N

0. 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 %

Ipoaykr Keropoa®, reis M1 HAPY/KHOTO NpumeHeHHs 2 %

Batch No / 1 V230554 Batch Quantity / + 19373.000 units /
Cepusi Ne Pasmep cepui 19373.000 eaunun
Analytical Report No / : 040002028489 Date of Analysis / : 12.08.2023
AHasuTHYecKkHii oTuyeT Ne JiaTa aHaJn3a

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

Jara npon3BoacTea TI'ogen no (BKJL)

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

] Sodium methyl parahydroxy- 98.8 % NLT 90% and NMT 110% of the
benzoate / MeTunnapa- labeled amount / Ot 90 m0 110 % ot
HAPOKCHOEH30aT HaTpHs 3a1BJIEHHOTO KOJIM4ECTBA

'Sodium propyl parahydroxy- 99.3 % NLT 90% and NMT 110% of the
benzoate / Ilponmnnapa- labeled amount / Ot 90 no 110 % or
ruaApoxcubeH30aT HaTpHA 3a9BJIEHHOTO KOJNHU4YeCTBa

Ketorolac tromethamine / 100.6 % NLT 90 % and NMT 110 % of the
Ketoposnaka TpOMETaMHH labeled amount / Ot 90 mo 110 % ot

3agBJICHHOTO KOTUYECTBa
|

9 Package / Ynakoska

50 g in a laminated aluminum tube equipped with tamper-evident membrane.
1 tube together with instruction for medical use (leaflet) in a carton. /Tlo 50
B Ty6y W3 NAMHHMpOBAHHOTO AIIOMHHKSA, CHaGKEHHyI0 MeMOpaHOH A
KOHTpONs TepBoro Bekpbitus. [To 1 Tybe BMecTe ¢ HHCTPYKLHEH IO
MeIMILHHCKOMY MPUMEHEHHUIO (JTHCTKOM-BKIa/bINIEM) B IaYKY KapTOHHYIO.

| API name / HaumeHoBanue ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMUH

Homep cepuu cy6cTanmuu
npoussoautens I'JID:

INN / MHH: Ketorolac / Keroponak
"API manufacturer batch number / ] ABQHO002106

Homep cepuu npoussoautens ADC:

FP Manufacturer API Batch number / |FEQA00276

' API Manufactured by & countr;f/
Iponseoautens ADPC, crpaHa:

Dr. Reddy's Laboratories Ltd., India / JI-p Penau’c Jla6oparopuc JIta., WUHaus :

Remarks : The Product conforms to ND /
Mpumeuanue: [IpoaykT cootBeTcTBYeT Tpedosanuam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IloaroTtosyeno: Santosh Kumar

Maurya r(\,Q/V

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: MeHemxep / Pykosoaureib

Manoj Kumar . /

Reprint Date /
Jata: 21.11.2023

Reprint Date /
Jara: 21.11.2023

Reprint Date /
Hara: 21.11.2023

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
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