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CERTIFICATE OF ANALYSIS
CEPTHUO®HKAT AHAJIN3A
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[Product / Ketorol gel for external use 2 %

poayxr Keropon®, resib g RapyAHOTO npumeneHua 2 %

Batchh No / 1 V240085 Batch Quantity / : 19490.000 units /
Cepus Ne Pa3mep cepuu 19490.000 exvHuiy
Analytical Report No / : 040002454979 Date of Analysis / : 27.03.2024
Auanuruuecrkuii oruer N Mawa apamuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026

HNaTa npoussoacreza TI'open po (BK.1.)

Analysis performed according to ND / Anaanz nposegen no HJ: JII-Ne(001119)-(PI'-RU)-110822

]

KeToponaka TpoMeTamMuH

Ne Test / IlokazaTenn Result / PezynbTaThl Specification / Hopma

1 |Description / Onucanne Homogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor /
OnHoponHsli nonynpo3paytslif res | O JHOPOAHBLH MPO3pavHLIA KIH
C XapaKTEepHBIM 321aX0M. TIOJLyIPO3paUHblif Telb C XapaKTEPHBIM

| 3alaXoM.
2 |Identification / MacuTudHKaUNS
2a Ketorolac tromethamine / | Complies as prescribed / The retention time of the main peak in the

CootBercTBYET

chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpems
yOEpXHBaHWS OCHOBHOrO IHKa Ha
XPOMATOrPamMMe HCIIBITYEMOTO PacTBOpa
IOJDKHO  COOTBETCTBOBAaTH  BPEMEHH
yIepXKuBaHHA OCHOBHOTO NHKa Ha
XpOMaTorpaMMe pacTBopa CTaHAapTHOTO
o6pasua keTopoiaka TpOMETaMHHa

Remarks : The Product conforms to ND /

ITpumedanne: Ilponykr cooTBeTcTBYET TpeGOBaHUAM HIT

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

| Prepared by / A Checked by / Approved by: Manager / Executive /
[ToproToBneHo: f\ _~~ | IposepeHo: Saptpsh Kumar Ounobpeno: Menemxdp / Pykosoanmens
Ankit / Maurya Q/’r Abhishek Chauhan {A\
Reprint Date / Reprint Date / Reprint Date / -
Hata: 27.03.2024 Hara: 27.03.2024 JHara: 27.03.2024
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Product / Ketorol gel for external use 2 %

Ipoaykr Keropon®, rese g HapyKHOTO Npumenenna 2 %

Batch No / : V240085 Batch Quantity / : 19490.000 units /
Cepnst Ne Pasmep cepun 19490.000 eamHm
Analytical Report No / : 040002454979 Date of Analysis / : 27.03.2024
AuangTHyecknii oTyer Ne Jara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026

JaTa npou3BoaACTEa T'ogen no (BKi1.)

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

Test / Iloka3zaTens

Result / PesyabTaTh!

—_— e

Ne Specification / Hopma
| 2b |Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
I benzoate and sodium propyl CoorsercTByer parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
Merunnapargapoxkcubensoat chromatogram of the sample preparation
HaTpUA U NPONUNIAParHAPOKCH- corresponds to that in the chromatogram
OeH30aT HaTpus of the standard preparation under assay /

BpemeHa  yOEepXMBaHHA  OCHOBHBIX |

NMKOB HA XpOMATOTPaMMe UCNBITYEMOTO
pacrtsopa [JOJMXKHBL COOTBETCTBOBATH
BpEMEHaM  YAEPXKHBAHHA  OCHOBHBIX
NMKOB Ha XpOMarorpamMMe pacTBOpa
[ CTaHAAPTHBIX 06pasLoB
METHNIaparuApOKCHOEeH30aTa 7

| [ponMIIaparuapokcuoeH30ara.

3 | Weight of package content / 507g/507r |In according to EAEU Ph. or Rus. Ph. /
Macca coaepxnmoro [g COOTBETCTBMUM C TpeOOBAHMAMH
YMaKORKH EA3C unu I'® PO.

4 | PH of aqueous suspension / 6.8 6.0-7.8/016,0m07,8

i pH BoaHo# cycnenzuu
5 [Viscosity / Baskocrs 7349 poise/ 7.349 myas | Between 5 and 12 poise /

Ot 5 po 12 nyaz

6 |Related substances / PoacTBenHble IpHMeCH

Ketorolac 1-keto analogue /
1-keToananor Ketoponaka

Ketorolac 1-hydroxy analogue /
1-rMAPOKCHAHAIOT KeTOpoJiaKa

0.0252%

Below LOQ (LOQ = 0.020 %) / Hmxe
Tpenena KoTMIECTBEHHOTO ONPENCIICHUS

(IIKO = 0.020%)

Not more than 1.0 % /He Gonee 1,0 %

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

Remarks : The Product conforms to ND /

Ipameuanne: [Tpomykt cncrscTCTayf:T Tpebopanmam HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / 1 Checked by / Approved by: Manager / Executive /
[loaroTosieHo: ’?\ - Iposepero: Santosh Kumar Onobpeno: Meneaxyp / Pykosonurens
Ankit 4 Maurya £ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.03.2024 Hara: 27.03.2024 Hata: 27.03.2024
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Product/ : Ketorol gel for external use 2 %
[ [IpoaykT Ketopon®, renb 18 Hapy»KHOTO IPHMEHEHHs 2 %
Batch No / : V240085 Batch Quantity / : 19490.000 units /
| Cepun Ne Pa3mep cepuu 19490.000 exunmIL
Analytical Report No / : 040002454979 Date of Analysis / : 27.03.2024
AganurnucckHii oTyeT Ne JaTa aHanu3a
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026 |
Jlara npon3BojcTEA Toaen po (BKi.)
Analysis performed according to ND / Asanns nposenen no HJ: JIIT-Ne(001119)-(PT-RU)-110822

Total impurities / Cymma
npHMecei

Ne Test / IlokazaTenb Result / Pe3ybTaThi _ Specification / Hopma
Any single unidentified Below LOQ (LOQ = 0.025 %) / Huxe | Not more than 1.0 % / He 6onee 1,0 %
impu.rity/ EnuauyHas Npefeia KOJMMYECTBEHHOrO ONPEAEIeHHA
HEHJICHTUGUUMpOBaHHAs (IIKO = 0.025%)
TpHMeECh

0.0252%

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

f 7 | Microbial limits / MuKkpoGHosornueckas 4ucToTa

Total aerobic microbial
count / O6mee yucno
a3pOo6HBIX MHKPOOPraHU3MOB

count / Obuiee yucao

Staphylococcus aureus

\Pseudomonas aeruginosa

Total combined yeast and molds

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

Less than 10 CFU/g /

IPOMOKEBBIX M ILIECHEBBIX TPUOOB Menee 10 KOE/r

Absent in 1 g/ Orcyrcteyet B Ir | Should absent in 1 g/ OtcyTcTBue B 1r
Absentin 1 g/ Otcyrcteyer B It | Should absent in 1 g/ OtcytcTBre B 1r

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

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

8 | Assay/KosuMyecTBeHHOe onpeaesienue:

Ethanol / D1anHon 98.5% NLT 85% and NMT 115% of the
labeled amount /
Or 85 po 115% oT 3adBNEHHOIC
KOJIHYECTBA

Dimethyl sulfoxide / 100.8 % NLT 90% and NMT 110 % of the

JuMeTrIcynshoKcHz labeled amount / Ot 90 mo 110 % ot

3a9BJICHHOIO KOJTUYECTRBA

Remarks : The Product conforms to ND /
TMpumeyanne: IIpoayKkT cooTBeTCTBYET TpeboBanmwiM HJL

Conclusion : APPROVED /
3axuwouenne: OJIOBPEHO
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Drepared by / f‘ Clietked Ly / Appruved by, Muguger / Excoulive /
TToproTosieHo: }\ | Tiposepero: Sanjosh Kumar Onodpeno: Menenkkep / Pykoponuress
Ankit / ) Maurya (b Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date / E
Jara: 27.03.2024 Hara: 27.03.2024 Jara: 27.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A
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Product/ : Ketorol gel for external use 2 %
HpoaykT Keropon®, renb A HapyXHOTO IIPHMEHEHHS 2 %o
Batch No / ¢ V240085 Batch Quantity / : 19490.000 units /
Cepust Ne Paszmep cepuu 19490.000 exnsmig
Analytical Report No / : 040002454979 Date of Analysis / : 27.03.2024

Jara aHanu3a

Jara npoH3BOACTBA

Date of Manufacture / $ 03/2024

Date of Expiry / : 02/2026
Tomeu no (Bk.)

Analysis performed according to ND / Auains nposegen mo HJL: JI-Me(001119)-(PI-RU)-110822

| Sodium methyl parahydroxy-
benzoate / Metunmapa-
TUAPOKCHOEH30aT HATPHSA

98.3 % NLT 90% and NMT 110% of the
labeled amount / Ot 90 no 110 % or
3a9BJIEHHOTO KOJIMYECTRA

Sodium propyl parahydroxy-
benzoate / [Iponwinapa-
THAPOKCHGEH30aT HATPUS

100.4 % INLT 90% and NMT 110% of the
labeled amount / Ot 90 go 110 % ot
3asIBJIEHHOTO KOJTHYECTBa

Ketorolac tromethamine /
Kertoposaka TpoOMeTaMHH

99.0 % NLT 90 % and NMT 110 % of the
labeled amount / OT 90 mo 110 % ot
3aABJICHHOTO KOJIMUECTBA

9 | Package/ YnakoBka

50 g in a laminated aluminum tube equipped with tamper-evident membrane. |
1 tube together with instruction for medical use (leaflet) in a carton. / ITo 50 r
B Ty0y M3 JaMHHHPOBZHHOTO ANIOMHHUA, CHabXeHHyio MeMOpaHOW IUTs
KOHTPOAA TepBOro BCKphITHA. Ilo 1 Tybe BMecTe ¢ MHCTPYKLHEH IIO |
MEIMLHUHCKOMY IPUMEHEHHIO (JINCTKOM-BKJIAJbINIEM) B NIaUKY KapTOHHYIO.

API name / Haumenoanue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMUH

INN / MHH:

Ketorolac / Keroponak

Howmep cepuu cy6eranuun
npoussoautens I'JId:

API manufacturer batch number / ABQHO006729
Homep cepunt npouseogurens ADC:
FP Manunfacturer API Batch number/ |FERA00031

API Manufactured by & country /
Ipoussoautens APC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India / JI-p Penau’c Jla6oparopuc Jita., Uuaus

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

TIpumeuanue: IMponykt coorBercTBYET TpeGoBarusaM HIT 3axnioyenne: OJJOBPEHO

Prepared by / A Checked by / Approved by: Managery/ Executive /
[ToAroTOBIEHO: !}\ _~ | lposepeno: Santosh Kumar Onodpeno: Menemwiep APykosoalrens
Ankit > Maurya sz Abhishek Chauhan W

Reprint Date / Reprint Date / Reprint Date /

Ilara: 27.03.2024

Jara: 27.03.2024 Hata: 27.03.2024
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