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Product / Ketorol gel for external use 2 %
IpoayrT Ketopon®, refib A HapykHOro npuMeHenus 2 %
Batch No / T V211252 Batch Quantity / : 14412 units/
Cepus Ne Pasmep cepun 14412 enuHnLy
Analytical Report No / : 890001558592 Date of Analysis / 26.11.2021
AHaauTHUYecKMii oTueT Ne JlaTa aHannsa
Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JlaTa npoH3BOACTBA T'omen po (BKJI.)
Analysis performed according to ND / Anajun3s npoBeeH 1o HI: JITT-001080-160621

Ne | Test / IlokazaTeb Result / PesyabTaTbl Specification / Hopma

1 | Description/ Onucaunue

Homogeneous semi-transparent gel
with characteristic odor /
OnHOPOAHBIA MOy MPO3payHbIA reflb
C XapaKTepHbIM 3aI1aXOM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHOpoAHbIi NPO3padHeIi WIK
OJYIIpO3pauHbIH reflb ¢ XapaKTePHbLIM
3aI1aXoM.

2 Identification / HOIIJIHHHOETb

Ketorolac tromethamine /
Keroponaka TpOMETaMHH

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 / Bpems
yIOEPXKUBaHUA OCHOBHOIO IMKa Ha
XpOMaTorpaMMe HCIBITYEMOrO pacTeopa
IOKHO  COOTBETCTBOBATH  BPEMEHH
VIEepXKHBAHUS OCHOBHOIO UMKa Ha
XPOMATOrpamMmMe pacTBOpa CTAHAAPTHOTO
o6pasia KeTopoJiaka TPOMETaMUHA

Remarks : The Product conforms to ND /
IMpumeyanue: [IpogyKT cooTBETCTBYET Tpedosanusam HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[ToarotoBneHo:
Suman Kumar

&

Checked by /
IIpoBepeHo:
Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxep / Pykosoauresis
Pawan Kumar

e

Reprint Date /
Hara: 26.11.2021

Reprint Date /

Hara: 26.11.2021

Reprint Date /
JHara: 26.11.2021

Registered Office:

3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O0C4507
www.drreddys.com
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Product/ Ketorol gel for external use 2 %

IpoayrT KeTopon®, renb st Hapy/KHOTO npHMeHenns 2 %

Batch No / T V211252 Batch Quantity / : 14412 units /
Cepus Ne Paamep cepun 14412 equnun
Analytical Report No / : 890001558592 Date of Analysis / 26.11.2021
Aunanutuueckuii oTyer Ne Jara ananusa

Date of Manufacture / ¢ Nov.2021 Date of Expiry / Oct.2023
JdarTa npou3BoACcTEa T'oneH mo (BKJI.)

Analysis performed according to ND / Ananns nposeaen mo HJL: JII1-001080-160621

Ne Test / Iloka3zaTennb Result / Pe3yjbTaTsl 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
MerunaparuipokcrubeH30at chromatogram of the sample preparation
HATpUs ¥ NpOTIMIINIaparuApoKCH- corresponds to that in the chromatogram
GeH30aT HATPUA of the standard preparation under assay /
BpeMeHa yep)XKHUBaHUs OCHOBHBIX IIHKOB
Ha  XpOMAarorpaMMeé  HCIIBITYEMOIO
pacTBOpa  HOMKHBI  COOTBETCTBOBAThH
BpeMeHaM  YICPXHBAHHS  OCHOBHBIX
| NMKOB HAa XpoMarorpaMMeé pacTsBopa
CTaHAAPTHBIX 0Opa3ios
MeTHITaparuapokcubenszoara u
NpoINHUIIaparuApokcHbeH30ara.
[ 3 |Average fill weight / Macca 50.6g/50.6T In according to Rus. Ph..Not less than
COAEPAKUMOro YIaKOBKH 50.0 g / B cOOTBETCTBUH C TPEOOBAHMAMHU
| '® P®. He menee 50,0 r
4 | pH of aqueous suspension / 7.0 6.0-7.8/0t16,0 107,8
pH BoaHo# cycneH3uu
5 | Viscosity / BsaskocTh 6.13 poise / 6.13 myas Between 5 and 12 poise /
Ot 5 no 12 myas
6 | Related substances / PoacTBeHHbI€ COEIMHEHUSI
Ketorolac 1-keto analogue / 0.02% Not more than 1.0 % /He 6onee 1,0 %
1-keToaHaJIoT KeTopoJIaKa
Il(etorolac 1-hydroxy analogue / Less than LOQ (0.020%) Not more than 0.5 % / He 6onee 0,5 %
-TUAPOKCHAHAIOT KeTOpOJIaKa
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTCcTBYET Tpebopamam HL 3akmouenne: OJIOGPEHO
Prepared by / Checked by / . Approved by: Manager / Executive /
IToAroToBNEHO: { IIpoBepeHo: A[/"/ Onobpeno: Menemxep / PykoBoauTenb
Suman Kumar Pardeep Kumar ~— = Pawan Kumar }v/-
Reprint Date / Reprint Date / Reprint Date / '
Hara: 26.11.2021 Hara: 26.11.2021 Hara: 26.11.2021

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

MponykT Ketopon®, resib fist HapyKHOTO npumenenus 2 %

Batch No / 1 V211252 Batch Quantity / : 14412 units /
Cepua Ne Pa3zmep cepum 14412 envauyg
Analytical Report No/ : 890001558592 Date of Analysis / 26.11.2021
Ananuruuecknii oryer Ne JlaTa aHaju3a

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JlaTa npon3BOACTBA I'ogen oo (BKJ.)

Analysis performed according to ND / Ananus nposenen o HJ: JII1-001080-160621

No Test / [TokazaTenb

Result / PesyabTaTthl

Specification / Hopma

Any single unidentified
impurity/ EnyHIuHasA
HenaeHTU()UIYPOBaHHAs
npUMech

Total impurities / Cymma
nmpuMecei

Less than LOQ (0.025%)

0.02 %

Not more than 1.0 % / He 6o7ee 1,0 %

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

7 | Microbial limits / Mukpo6uonoruyeckasi Yucrora

Total aerobic microbial

count / O61ee yucno
| a3pOOHBIX
MHKPOOPTaHH3MOB

Total combined yeast and molds
count / Obree yucno
NPO2OKEBBIX U IUIECHEBBIX
rpuboB

Staphylococcus aureus

Pseudomonas aeruginosa

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

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

Absent in 1 g/ OtcyTcTBYyeT B I

Absent in 1 g/ OtcyTcTBYyeT B I

Not more than 100 CFU/g /
He 6onee 100 KOE/r

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

Should absent in 1 g/ OtcyrcTBHE B IT

Should absent in 1 g/ OtcyrcTBHE B IT

Remarks : The Product conforms to ND /
Ipumeyanue: [IpoxyKT cOOTBETCTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3aknwodenne: OJOBPEHO

Prepared by / Checked by /
[1oAroTOBJIEHO: % TIposepeHo:
Suman Kumar Pardeep Kumar Qﬁ/_

Approved by: Manager / Executive /
OnobpeHo: Menemxkep / PykoBOIUTEIb
Pawan Kumar

Reprint Date /
Hara: 26.11.2021

Reprint Date /

Jara: 26.11.2021

Reprint Date /
Hara: 26.11.2021

Registered Office: 3-2-337, 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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JlaTa Nnpou3BOACTBA

Product/ : Ketorol gel for external use 2 %

ITpoaykT Ketopon®, renb anst HAPYAHOTO npHMeHeHHs 2 %

Batch No / : V211252 Batch Quantity / : 14412 units /
Cepus No Paszmep cepuu 14412 exununng
Analytical Report No / 1 890001558592 Date of Analysis / 1 26.11.2021
ARanauTnuyeckuii oTyer No JaTa ananusa

Date of Manufacture / : Nov.2021 Date of Expiry / i Oct.2023

I'oneH no (BKJI.)

Analysis performed according to ND / Anasin3 nposeaen no HJI: JII1-001080-160621

8 | Assay/ KosuyecTBeHHOe onpeaeieHue:

Keroponaka TpoMeTaMHH

Ethanol / DtaHon 100.2 % NLT 85% and NMT 115% of the
labeled amount of C,H¢O (ethanol) /
Or 85 nmo 115% oOT 3asdBICHHOrO
xonuuectsa CoHeO (3TaHoN)

Dimethyl sulfoxide / 100.7 % NLT 90% and NMT 110% of the

JumeTuncynbhoKCUn labeled amount of CoH¢OS (dimethyl
sulphoxide) / Ot 90 mo 110 % or
sagsnendoro  konumyectea  CoHgOS
(mumeTuncynshoKCcuI)

Sodium methyl parahydroxy- 98.2 % NLT 90% and NMT 110 % of the

benzoate / Metunnapa- labeled amount of CgHsNaO; (sodium

THIPOKCUOEH30aT HATPHSA methyl parahydroxybenzoate) / Ot 90 mo
110 % oT 3adBAEHHOrO KOIMYECTBa
CgH7NaOs (MeTunnaparuapoKCcU-
GeH30aT HaTpH)

Sodium propyl parahydroxy- 98.4 % NLT 90% and NMT 110% of the

benzoate / [Ipomunnapa- labeled amount of CjoH;1NaO3; (sodium

rugpokcuben3oaT HaTpHA propyl parahydroxybenzoate) / Ot 90 no
110% oOT 3asABIEHHOrO KOJIHYECTBa
Ci10H11NaOs (nponinaparuapoKcu-
6eH30aT HATPHU)

Ketorolac tromethamine / 101.1 % NLT 90 % and NMT 110 % of the

labeled amount of C19H24N2O6
(Ketorolac tromethamine) / Ot 90 no
110 % oT 3asBJIEHHOTO KOJIMYECTBA
C1oH24N>Qg (KkeTOpOIaKa TPOMETAMHH)

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoayKT cooTBeTCTBYET Tpebopanuam HJT

Conclusion : APPROVED /
Zaxnwyenue: OJJOBPEHO

Prepared by /
IToaroroBneHo: {
Suman Kumar 2

Checked by /
IIpoBepeHo:
Pardeep Kumar

N

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoauteiib
Pawan Kumar /ij

E——

Reprint Date /
Hara: 26.11.2021

Reprint Date /
Hara: 26.11.2021

Reprint Date /
Jata: 26.11.2021

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




Qe
Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUGUKAT AHAJIM3A
Page 5of 5/Ctp.5u3 5

Product/ Ketorol gel for external use 2 %
IpoaykT KeTopon®, reib aist HapyKHOro npumeHenns 2 %
Batch No / : V211252 Batch Quantity / : 14412 units /
Cepus Ne Pasmep cepuu 14412 eayuun,
Analytical Report No / 1 890001558592 Date of Analysis / 26.11.2021
AHaJIuTHYeCKHI oTueT Ne JlaTa ananun3za
Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JlaTta npou3BoACTBA I'open po (BKA.)
Analysis performed according to ND / Anasus nposeaes no HJI: JI1-001080-160621

9 | Package / YnakoBka

50 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / [o
50 r B TyOy 43 JAMHHHPOBAHHOIO
AMOMHHHS, cHaBXEHHYIO
MeMOpaHoil AN KOHTpONA IIEPBOrO
BekphiTHA. Kaxayio TyOGy BMecTe ¢
UHCTPYKLMEH T0 TPUMEHEHHIO B
| TaYKy KapTOHHYIO.

30 g or 50 g in a laminated aluminum
tube equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo 30 r
wid 50 T B TY0y M3 JaMUHUPOBAHHOIO
AMIOMHUHUSA, CHAOXEHHYI0 MeMOpaHOMH
IUTA KOHTPOJISI IEPBOTO BCKPBITHA.

Kaxnyro Tyby BMecTe ¢ MHCTPYKLHEH 110
NpPUMEHEHHIO B TaUKy KapTOHHYIO.

10 |Labeling / MapkupoBKa

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

According to ND /
B coorserctBuu ¢ HJ

11 | Storage conditions /
Xpanenue

Below 25 °C. Do not freeze. /

Ipu Temnepatype He B 25 °C. He 3aMOpaxHBaTh.

12 | Shelf life / Cpok roanocTu

2 years /2 ropia

Remarks : The Product conforms to ND /
Tpumeuanue: [Ipogykr coorseTcTBYET Tpebosanuam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Hata: 26.11.2021

Jara: 26.11.2021

Prepared by / Checked by / Approved by: Manager / Executive /
IloaroTosieHo: ITpogepeHo: Onobpeno: Menemxep / PykosonuTenb
Suman Kumar Pardeep Kumar Qﬁ/ Pawan Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.11.2021

Registered Office: 3-2-337, 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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