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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P, 173 205, INDIA

Tel : 491 98166 56001-02

CEPTHOUKAT AHAJIH3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® Jxcnpece (KeTopoaak) rabaersi, Ancueprupyesnie B IOJOCTH Pra, 10 mr

Market / Ppisiok :Russia / Poceust -
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepust Ne ALY O0nem cepHH " 3600000 a6
Analytical chovrt No/ . 040002763687 Date of Analysis / . 24.12.2024

| ApannTuvecknif oTger Ne JlaTa anaansa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Hdata npou3BoACTBA T'omen go
Mfg. License No. / g .
IIpousBogcTEeRHAS : MNB/05/263 i : JIDL-N2(004669)-(PT™~

Homep PY RU)
Janensus Ne

“Analysis perfnrm;i according ND: / AHann3 npoBenen no HT: JITI-N2(004669)-(PI'-RU)-190224

Test / Iloxa3aTens

Page10of9/Crp. 139

Results / PesyabraThi

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsie miockue
TabneTkH ¢ dackoit, cBeTNIO-
ENTOro L{BeTa ¢ TPaBUPOBKOMH
«» Ha OAHOM CTOpOHE.

Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrisre
wiockue Tabnetkn ¢ dackoi, cBeTIO-
JENTOr0 1BETa C [paBHpPOBKOH «l» Ha
OZHOM CTOpOHE. ’

2 Identification / Hu;Tuquaunn

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTphl NOMIOMEHUA
HCTIBITYEMOTO PpacTBOpa M pacTBopa
cTaugapTHoro  ofpasla  keTopojaka
TPOMETaMHHA HOJDKHBI HUMETH
MaKCHMYMEI TIDH OJHOM B TOW JXe ANMHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

[Tpumeuanue: Ipoaykr coorBeTcTBYeT TpebopanusM HJL

Conclusion : APPROVED /
3axaiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosnewo: Pravesh Rana IMposepeno: Santosh Kumar Ono6peno: Menemiep / PykoBoaurens
é Maurya Amit Kumar e
o /&-/ =
Reprint Date / Reprint Date / Reprint Date/ '
Hata: 24.12.2024 Hatra: 24.12.2024 Jara: 24.12.2024

Reqistered Qffice: 8-2-337, Road
Tei +Q4 40 4900 2900, F

AP 19BAPLEGOILDT

sdrreddys.com

TN

wydlarabad - 500034, Telangana, india
ails mnili@ drreddys.cam




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy

e

CEPTHO®UKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxcnpece (keroponak) TabjeTKH, AHCHEPIHpYeMbIe B IOI0CTH PT4, 10 mr -

Analysis performed according ND: / A

Market / Poinok :Russia / Poccus )

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne h = Obbem cepun " 3600000 Tab

Analytical Report No / . 040002763687 Date of Analysis / . 24.12.2024

AHanuTuaeckii orueT Ne JaTa apajanza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jara npon3BoACTBA Togen xo

Mfg. License No. /

ITpousBoacTBeHHas : MNB/05/263 MA number: / s ML) AT
Homep PY RU)

aunenszua No

nanus nposeen mo HJL: JITI-No(004669)-(PT-RU)-190224

Page20of 9/Crp.2u3 9

No

N Test / [TokazaTeanb

Results / PesynbTaThbl

Specification / Hopma

Complies / CooTseTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpemsa ynepXHBaHHA
OCHOBHOIO TMKAa Ha XpoOMaTorpaMme
HETBITYCMOrO poeTROPA TIOTKTTO
COOTBETCTBOBATL BPEeMEHH YAEPKUBAHHA
OCHOBHOTO IMKa Ha XpoMaTorpamme
pacTeopa CTaHZAPTHOTO obpa3ua
KeToponaka  Tpomeramuua  (paszen
«KOJNYECTREHHOE ONPEACIEHHEN).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
Saxaw4uenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroTosneno: Pravesh Rana. Tposepero: Santosh Kumar | Ono6pero: Menekep / Pykopoaurens
| Maurya %{ Amit Kumar A .
§ N
Reprint Date / Reprint Date / ) Reprint Date / s :
Hara: 24.12.2024 Jara: 24.12.2024 Jara: 24.12.2024




Dr.Reddy’s Qf’

CERTIFICATE OF ANALYSIS ol

Dr. Reddy's Laboratories Lid
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
401 98166 S6001-02

CEPTHOHKAT AHAJIM3A

wiww. drraddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jxcnpece (keToposak) rafierk, AncHeprupyemsie B MOJ0CTH i, 10 mr

Market / PoIHOK Russia / Poccus -

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne QALY O6nem cepun " 3600000 Tab

Analytical Repo:'t No/ . 040002763687 Date of Analysis/ . 24.12.2024

AHannTHyeckHii oTyeT Ne Hara anannza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTa mpon3Bo/iCTBA Topen xo ‘

Mfg. License No./

ITpousBoacTBeHHAs : MNB/05/263 MA number: / ! JII-Ne(004669)-(PT-
Homep PY RU)

NHIeH3Hs Ne ==

Analysis performed according ND:

/ Ananns uposejpen no HII: .J'l]'i-Ne(ﬂU4669}—(I;Fjﬁﬁ)—-ﬁ_ﬁ_z_itl

Page30f9/Crp.3u39

I;go Test / [TokazaTens Results / PeayabTate) Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The  retention  times of  2-
Bymunzudpoxcuarnuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3.
hutylhydraxyanisale  peaks on  the
chromatogram of -butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / Bpemena
yIep)KHBaHHs IIMKOB
2-6yTRArHAPOKCHAHN30JIA u
3-6yTHITHAPOKCHAHH30NA Ha
XpOMATOIpaMMe MCILITYeMOI0 pacTBopa
IOJDKHBl  COOTBETCTBOBAaTh  BpeMEHaM
yAepXUBaHKA MHKOB
2-6yTUIrBAPOKCHAHHU30J1a "
3-6yTUNrHapOKCHAHMU301IA Ha

XpoMaTorpamMMe pacTBOpa CTaHIapTHOIO
ofpasiia 6yTHITHIPOKCHaHH301a (pasien
«CopepxxaHue
GYTHICHAPOKCHAHH30JIAN).

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykT cooTeTcTRYET Tpeboranuam HIT

Conclusion : APPROVED /
SBaxmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroTosnexo: Pravesh Rana TTposepeno: Saptosh Kumar | Ono6peno: Menempkep / PykoBonuTess
Maurya @% . Amit Kumar S
A . { -t
Reprint Date/ Reprint Date / Reprint Date / 1
Jata: 24.12.2024 Jara: 24.12.2024 Jlara: 24.12.2024
R ed e 8-2-837, luad Mo, 3, Danjuy P, Viyderobmd  BOONTA, Talangai, inin

Tei: 491 40 4800 200D, Fax: +91 40 4300 2929, Erail- maiiie
9]4PLCA0A507

CiN{L8S195AP

wersdrreddys.com

raddys.com
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Dr.Reddy’s ‘;‘

Dr. Reddy's Labcratories Ltd
Formulation Unit-6

vill, Khol, Nalagarh Read, Baddi,
Disit. Selan, H.P, 173 205, DA
CERTIFICATE OF ANALYSIS ' 5600102
CEPTHO®HEKAT AHAJIM3A wasvadrreddys.com
Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg N
Tpoayxr: Keropon® Dxenpece (keropoiak) TabaerTks, Ancneprapyesbie B N0I0CTH pra, 10 mr -
Market / PpinoK :Russia / Poccusd . ol | o
Batch No / ] Batch Quantity / . 3600000 tab /
Cepnsi Ne 2 O6bem cepuH " 3600000 Tab
Analytical Repoﬂrt No/ . 040002763687 Date of.Analysu / . 24.12.2024
AHanuTHuecKni oTyer Ne Jara anayinsa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa npon3BoACTEA Togen go _ N
VRN CeRONG: / ‘ MA number: / . JTI-Ne(004669)-(PT -
IIponseoacTBeHHAS : MNB/05/263 :
Homep PY RU)
Junensus Ne — — _

' Analysis performed according ND: / Anaiu3 fiposejier no HT: Jﬂ'{-Ne(OMGGQ_}—(!’_F—RU'}:f.‘}(“lzz‘l

Paged of 9/ Crp. 4139

OAHOPOAHOCTL MACCh!

NNOO Test / Iloka3aTenn Results / PesynpraThl Specification / Hopma
3 Average weight / Cpeansis 69.4 mg / 69.4 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 Mr a0 72,8 mr (70,0 mr = 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tatnetox — He 6Gomee =+ 10 %;
2/20 tabnerox — He Gonee = 20 %.

4 Disintegration time /
Pacnanaemocthb

00 min 41 sec / 00 mun 41 cex

Not more than 3 min. / He 6onee 3 MuH.

S Dissolution / PacTBopeHue Unit-1 / Tabu-1 100 % Not less than 75% (Q) of
: : ) CisH13NO3CsH1NOs (ketorolac
Unit-2 / Tabn-2 97 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6a-3 99 % 75 % Q CisH13NO3CsH1NOs
. (keToponaka TpOMETaMHH) Yepe3 15 MHH.
Unit-4 / Ta6n-4 98 %
Unit-5 / Tabn-5 98 %
TInit-f [ Tafn-A 9% %

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumeyanue: IIpoaykT cooTseTcTBYeT TpeGoBaHuaM HIT

3aknwuenne: OJJOBPEHO

Prepared by / - | Checked by / Approved by: Manager/Executive /
ITonrorosneno: Pravesh Rana Tpoeepero: Santosh Kumar | Ono6peno: Menemkep / Pykosoaurens
_ | Maurya Amit Kumar N
ol Lo S :J' o -\’/'_,—
Reprint Date / Reprint Date / Reprint Date/ '
Hara: 24.12.2024 Jarta: 24.12.2024 Jara: 24.12.2024
Repistered Office: 8-2-337, Raad Mo, 3, Banjara Hills, Hyderabad - 500034, Telangans, i

Teb: #9140 4600 2900, Fax, +81 40 4501

i mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labaoratories [td
Formulaiion Urit-6

i 'f;athRoJc Badcii,
PP, 173 205, f\.-’)l,\

3166 56001-02

CEPTHOHEKAT AHAJTA3A weeien drreddys.can
(Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hpoayxr: Keropon® Jxenpece (kevoposiak) Tabierkn, AHCneprapyemMuie B MosocTy pra, 10 mr =
| Market / Poinok :Russia / Pocchs .
Batch No / " Batch Quantity / 3600000 tab /
Cepus No Ly O6nem cepin " 3600000 Tab
Analytical Repo“rt No/ . 040002763687 Date of Analysis / . 24122024
AnajaaTH4aecKHit oTyet Ne JlaTa anaaunsa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTa npor3BONCTBA Toxen 1o
Mfg. License No. / . No (P
Ilpon3ssoacTBeHHAs : MNB/05/263 MA number: / : JII-Ne(004669)-(PT
Homep PY RU)
JaHueHzus Ne p— = —
Analysis performed according ND: / Ananns nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

PageSof9/Crp.Suz 9

1;.? Test / [TokazaTenn Results / Pezynbrathi Speciﬁcation / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
HucnepcHocTh 710 um sieve is formed. / O6pazyercs
ONHOPOAHAs CYCINEH3Ws, IPOXOAALasn
CKBO3b CHTO C pa3MepoM OTBEPCTUH
710 Mxm.
7 | Impurities / ITpumecn
|
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: / Hwxe upenena KONUICCTBEHHOTO
1-THAPOKCHAHATOr onpeacnctus (TTKO = 0.0032 %)
KETOpOJaKa
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / He Gonee 0,8 %;
1-keToaHanor xerToposuaka
unidentified impurity / not more than 0.5 %; / e 6onee 0,5 %;
eTMHUIHAsA
HeuneHTUULINpOBaHHAA 0.02%
npuMech
total impurities / 0.1% not more than 1.0 %. / ve Gonee 1,0 %.
CyMMa IIpUMEceH
8 Water content / 1.9% Not more than 7.0 %. /
Cogepixatne BOABI He 6onee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTBeTCTRYET Tpeboranuam HIJ 3axmouenne: OJJOEPEHO
Prepared by / ' Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh Rana TIpoeepeno: Santosh Kumar | Opo6pero: Menemxkep / PyxoBoauTens
( Maurya Amit Kumar St
‘ "F.-__,,-""/
Reprint Date / Reprint Date / Reprint Date / ]
JaTa: 24.12.2024 Hata: 24.12.2024 Jlata: 24.12.2024 3

Rogistered Office: §-2-337,

Road Na. 3, Banjara Hills, Hyder

- 5000324, Telangana, Indis
adrraddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Earmulation Unit-6
Vil Khol, N rh Road, Baddj,

L 172205, INDIA

CEPTH®HAKAT AHAJTHA3A

Product : Ketorol Express (ketoroiac) Orall)_' Disintegrating Tablets 10 mg

_

Iponyxr: Keropoa® Dkenpece (KeToposiak) TabieTKH, ANCHEPrupyemMbie B OJOCTH PTa, 10 mr

Market / PoIHOK ‘Russia / Poccust

Batch No / . Batch Quantity / _ 3600000 tab /

Cepus Ne b O6bem cepHn " 3600000 Tab e

Analytical Repovrt No/ - 040002763687 Date of Analysis / . 24.12.2024

AHajnTHYeckHii oTueT Ne JlaTa aHaH3a

Date of Manufacture / . 11/2024 Dafe of Expiry / - 10/2026

JlaTa npousBoACTBA T'oaen no i |

Mfg. License No. / ] N

Ipon3BoacTBEHHAS : MNB/05/263 MA pumber: / : JII-Ne(004669)-(PT-
Homep PY RU)

JHUeH3AA Ne . & R o= Ry b w gl ume

Analysis performed according ND: / Auaaus nposeaen no HII: JITT-Ne(004669)-(PT'-RU)-190224 |

Page 6 of 9/ Crp. 6 H3 9

| Neo

No Test / IloxazaTens Results / PesynsTatht Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHUMEeCKHE pacTBOPHTEIH
Isopropyl alcohol / 05 pg/tab/ Not more than 350 pg/tab. /
Hsomponanon 05 MKr B Tabnerke He 6onee 350 Mkr B TabeTke.
10 | Microbiological purity*/ Mukpo6roaornieckasi yuctora*
| Total Aerobic Microbial not more than 10° CFU/g; /
Count / ob111ee 4HCno NA He 6onee 10° KOE/r;
a3p0oOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10* CFU/g; /
mold count / of1ee YUCIO NA He Gonee 102 KOE/T;
OPOMOKEBLIX U TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 | Uniformity of dosage units/ 4.7 Acceptance value (4¥) not more than
OZHOPOAHOCTD 15.0 Ilokaszarens npHemieMocTH (AV)
JO3HPOBAHHEBIX €JHHUL] JoJpkeH ObITh He Honee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykrt coorBeTcTBYeT Tpebopanusam HJI .

Conclusion : APPROVED /
3anrouenne: OJJOBPEHO

Prepared by / Checked by /

TloarotosaeHo: Pravesh Rana
Z Maurya

ITposepeHo: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautens
Amit Kumar N o e

JoF

Reprint Date /
Nara: 24.12.2024

Reprint Date /
Hata: 24.12.2024

v

Reprint Date /
Jarta: 24.12.2024

Registarad Office: 82233

7, Read o, 3, Banjara

Hyderabad - 500034, Tefanigana, India
aii@drreddys.cam




Dr, Reddy's Laborateries Lid,
Formuiation Unit-6
agarh Road, Baddj,
205, INGia
CERTIFICATE OF ANALYSIS a1 451 98166 56001-02
CEPTHD®HKAT AHAJTH3A Wi drradd

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Sxenpece (ketoposak) TabJeTKH, Anciiepripyembic B M0JOCTH PTa, 10 mr |

Dr.Reddy’s ":‘

Market / PuiHOK :Russia / Poceus E o N

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne Bl O6neM cepHH " 3600000 Ta6

Analytical Repo:’t No/ . 040002763687 Date of Analysis / . 24.12.2024

AHamuTHYecKkHii oTuer No JaTa aHaIH32

Date of Manufacture / . 11/2024 _ Date of Expiry / . 10/2026

Jara npoH3BOACTEA Tonen 1o —

Mig. License No. / ] o

Ilpon3BoacTBeHHAS : MNB/05/263 AL BT - JIII-Ne(004665)-(PT-
Homep PY RU)

JHnenzus Ne — S——

| Analysis performed according ND: / Ananus nposenen no H/L: JITE-Ne(004669)-(PT-RU)-190224
Page 70f 9/ Crp. 713 9

§.‘; Test / [oxasaress Results / PesynsTaTh! Specification / Hopma
12 | Assay/KosuuecTeeHHOe 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
onpeaeieHHe (101.1 %) C5HsNO3+C4H1NOs (ketorolac
. tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr no
11,0 mr C1sH13NO3+C4H 1 NO3
(keToponaka Tpomeramut) (ot 90,0 mo
110,0 % OT 3aABNEHHOrO KOJIWYECTBA) B
tabieTke.
I3 | Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab. /
content / Cogepxanue 0.0934 mr B Tabnerke He menee 0,042 mr B Tabnetke.
6y TUATHAPOKCHAHH30J1a B
| 14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne ynaKkoBKH (PA/AL/PE - with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 TabneTok B
information leaflet in a carton | 6muctepe u3 (TTA/AJUTI2 [
pack. / Tlo 10 Tabnerox B anaronornorureneM/[I12BIT) doneru //
omicrepe n3  ([TA/AJVII3 ¢ | (TI9/AJ]) ¢onerm. Ilo 1 win 2 6muctepa
srnaromnornorutesem/[I3BIT) BMECTE C JIMCTKOM-BKNAJBIIIeM B MMauky
donsru // (IT13/AJ]) donsru. [To | KapTOHHYIO.
2 6nUcTepa BMECTE C JIUCTKOM-
BKIIA/IbIIIEM B mauKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumedague: IIpoyKT COOTBETCTBYET Tpebopanusam HJT 3axnrouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toarorosneno: Pravesh Rana Ipopepeno: Santosh Kumar | OpoGpeno: Menemwkep / PykoBoauTeNb
y.- Maurya Amit Kumar At L
/ —
Reprint Date / Reprint Date / Reprint Date / Y
Jara: 21.12.2024 Hata: 24.12.20724 Tara: 24 12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telanganz, india
Tel: +91 40 4900 2900, Fax: 181 40 4900 2999, £mail: mail@drreddys.com
CIN: L85195AP1984P1,C0H4507
www.drreddys.com



Dr. Reddy's Laborateries Lid.
Formulaticn Unit-o

[ 3 ‘
Dr. Reddy,s ‘;. Vi Khol, N : th Road, Badeli,

Seli NG A

CERTIFICATE OF ANALYSIS Fob -1 AT ORI U]
CEPTHOHNKAT AHAJIA3A wvavsdrreddys.corm
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg -
Ipoaykr: Keropoa® Dxenpece (keTopoaak) TabeTky, JHCHEPripyesibie B IOJOCTH Pra, 10 mr
Market / Prinok :Russia / Poccns
Batch No/ ; Batch Quantity / _ 3600000 tab /
Cepus Ne A : O6Bem cepun " 3600000 T26 |
Analytical Repourt No/ . 040002763687 Date of Analysis / . 24.12.2024
AunagurHueckuH oTdeT No JaTa anannsa a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npousBoacTBa Togen 1o
Mfg. License No. / . .
IlpouzsopcTBeHNAs : MNB/05/263 i L gy : ALTEREGIEER Rl B
Homep PY RU)
Jaunensus Ne | B y =
Analysis performed according ND: / Avanus nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Cxp. 813 9
* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* [Ipu BBLIMYCKe AEKAPCTBCHHOIO NpenapaTa KOHTPONL Ka4ecTBa Mo nokasaTento «Mukpobuonoruyecxkas
YHCTOTA» NPOBOAHTCH IR KXol 20-0ii cepum, HaKM ANA 0XHONH CepUH B O], B 3aBHCHMOCTH OT TOr0, 4TO
HACTYIIHT paHblue.

API name / HaumeHoBanHe APC: Ketorolac tromethamine / Ketoponaka TpOMETAMHH

INN / MHH: Ketorolac / Keroponak il |
API manufacturer batch number / ABRH004997, ABRE008106

Homep cepuu nponssoautenss APC:

FP Manufacturer API Batch number / )

Homep cepun cy6cTaHIIMH IPOH3BOAHTEIA ' FERA00612, FERA00613

rJ®:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoanrtens APC, crpana: J-p Penau'c Jla6opatopuc JIta., Uaous

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumenoraHue, agpec, JHUEH3HA IIA I-p Penau’c Jla6opatopuc JIta., Unams, IIponseoacteensoe
HpoussoacTeennas miomaaka / Ilnomanka nonpasaenenue-6, Bun. Kxons, Hanarapx Poya, bamau, Jquctpukr
KOHTpOJIs KayecTBa / Ilnomagka BeINycKa Comnaun, X.II., 173205, Uaaus (nuuensus nomep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: Iponykr cootBeTcTBYeT TpeboBanuam HJI 3akarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosneno: Pravesh Ran7} [Iposepeno: Saptpsh Kumar | Onobpeno: Menemxep / Pykosoaurens
Maurya @ Amit Kumar ol
L ./\//
Reprint Date / Reprint Date / Reprint Date /

Jlata: 24.12.2024 Hara: 24,12.2024 Hara; 24.12,2024 —

tad - 500034, Teiangana, India
mail@drreddys com

Registerad Qffice: £-2-237, Road No. 3, 8anjara Hit

Tol w91 49 4906 28Q¢ 01970 40 4900
VIGSAFL

vww, direddys.com




Dr. Reddy's Laboratories Ltd,
Formulation Unit-b

2B
Dr, Reddy,s '... yill. Kho!, Nalagarh Road, Bacldj,
- H.P, 172205, INDIA

Ristt. Sola
CERTIFICATE OF ANALYSIS Tol : +91 88166 56001-02
CEPTUO®HKAT AHAJIHA3A www.crreddys.com
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxenpece (keToposiak) TabueTkh, Aucrepripyemsle B noiocTyH pra, 10 mr .,
| Market / Peisok :Russia / Poccns B
Batch No / ) Batch Quantity / _ 3600000 tab /
Cepun No A O6nem cepun ' 3600000 Tab J
Analytical RepOft No/ . 040002763687 Date of Analysis / . 94.12.2024
AHagHTHYeCKRH 0TYeT Ne Jlata anannusa 1]
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jlata mpouzBoaCTBA I'ogen a0 — |
Mfg. License No. / . .
Ilpon3soacTBeHHAS : MNB/05/263 Wil M35 : JIXI-Ne(004669)-~(PT-
; Homep PY RU)
JIMneH3ust Ne . | g ..~ N By
| Analysis performed according ND: / Ananuns nposesien mo HJI: JIII-Na(004669)-(PT-RU)-190224

Page 9 of 9/ Crp. 9 3 9
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akuoueHne 0 COOTBETCTBHM: «HACTOSIMM S TOATBEPIKAAIO0, YTO [IPUBENCHHAS BHIUE UHGOPMAIIHUS SIBIISETCS
JOCTOBEpPHOM W TOYHOM. DTa cepus IPOAYKIHH IPOM3BENeHa (BKIIOYAS YNaKOBKY (MapKHPOBKY) M KOHTpONb
KagecTBa) Ha BHINIEYKA3aHHOM NPOU3BOACTBEHHON IUIOIMIAZKe (IIOIIAAKAaX) B IIONHOM COOTBETCTBHH C
TpebopanusMy [IpaBui HaIexarei IpoH3BOLCTBEHHON NMPAKTHKM EBpasMACKOro S5KOHOMHYECKOIO COXO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHT16ps 2022) 1 TpeGOoBaHUAMM KOHTPOJIA KAYECTBA IEKApCTBEHHBIX CPE/CTB,
a TAaIoKE B COOTBETCTBHMH CO CHENHN(PUKAIUIMHE, CONEPKAUTHMHUCS B PErHCTPATHOHHOM J0ChE CTPAaHbI-UMIIOPTEpA.
3anucH 110 IPOH3BOJICTBY, YIIAKOBKE U AHATH3Y TPOBEPEHbI, H YCTaHOBIIEHO HX COOTBETCTBHE TpeOoBaHMAM [Ipasmi
HaJIexallel IIPpou3BOICTBEHHOM IPAaKTHKH EBpasMiCKOrc 3KOHOMHUYECKOr0 COX03a.

Remarks : The Product conforms to ND/ . Conclusion : APPROVED /

ITpumeuanne: [Ipoaykr cootBeTcTBYET TpeGoBanuaAM HJT 3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMogrorosneHo: Pravesh Rana ITposepeno: Saniosh Kumar | OxobpeHo: Menemxkep / Pyxosoaurens
. Maurya @ Amit Kumar /‘5(,:/;

Reprint Date / Reprint Date / Reprint Date /

Hata: 24.12 7074 Tara' 24 12,2074 Jata; 24.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tel: +91 40 4800 2900, Fax: +31 40 4900 2939, Email: mail@drreddys.com
CIN: [85195AP1981P[C0D4SD7
wwiw drreddys.com




