@ Dr. Reddy's Laboratories Ltd.
. 0 ]
Formulation Unit-6
Dr‘ Reddy’s ‘.’. Vill. Khol, Nalagarh Road, Baddi,
X CERTIFICATE OF ANALYSIS Distt- Solan, H.P., 173205, INDIA
CEPTUDHKAT AHAJM3A 1ol +9198166 56001-02

www.drrediys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Ketopoa® Dxcnpece (keToposiak) TabaeTkH, JHCIIEPrEPYEMble B NOJOCTH pra, 10 Mr Lo

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / . 3600000 tab /

Cepus Ne 5 V2300783 O6bem cepun " 3600000 Tab

Analytical Report No/ - 040002911017 Date of Analysis / . 29.04.2025

ABaauTHYecKH# oTuer No JlaTa anaian3a |

Date of Manufacture / . 04/2025 ‘ Date of Expiry / . 03/2027

Jara npoH3BOACTBA Topen mo

Mifg, License No. /

INpoussoacTBeHAAs : MNB/05/263 N puaber:/ LS R
Homep PY RU)

JHIeH3ust Ne -

Analysis performed according ND: / Anaans nposegen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
Pagel of9/Crp.1 n39

.1;;' Test / IloxasaTean Results / PesynbTaTsl ‘ Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "[* debossed on one side. / Kpyrisie
side. / Kpyranie miockne wiockue TabneTku ¢ (packolt, cBeTIO-
TabneTkm ¢ packoil, cBETIO- KENTOro 1BeTa ¢ TpaBHpPOBKOH «|» Ha
JEJITOTO 1(BETA C TPABUPOBKOIH OIIHOM CTOpOHE.
«I» Ha oqHOM cTOpOHE.

2 Xdentification / Urenrnduxanus

Ketorolac / Kemoponax Complies / CooTBeTCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2pnm). / V@-cniekTpsl IOTIOMEHHS
UCHBITYEMOTO pacTBOpA M  pacTBopa
CTaHiapTHOTO  ofpaslia  KeTopojaka
TpoMeTaMHHa HOKHBE HMEThb
MaKCMMYMEI TIpH ODHOMH YW TOM Xe IUTHHE
BOJIHHI (% 2 HM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanne: [Ipogykt cooTBeTcTBYCT TpeboBaunam H]I 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Ramakant Iposepeno: Pardeep Kumar | Ono6pero: Menemkep / PykoBomurennb
.l\ f Amit Kumar A

% e = : /\"‘/
Reprint Date / Reprint Date / Reprint Date / )
Hara: 29.04.2025 Rara: 29.04.2025 Hara: 29.04.2025

Negistered Offioc: 8 2 337, Road Mo, 2, Banjara Hillg, Hyderahan - R6AN3A, Telangana, [nria
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
' CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q':’.

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

Yill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS h
F Tel : +91 98166 56001-02
CEPTHDOHKAT AHAJTTM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoayxr: Keropoan® Jxenpece (keroponak) TaGuerky, AHCHEpTHpyeMbIe B MOJOCTH pTa, 10 Mr L

Market / Priiox :Russia / Poccng e

Batch No / . Batch Quantity / . 3600000 tab / T
| Cepua Ne o Ob6Bem ceprn " 3600000 126

Analytical Repo:'t No/ . 040002911017 Date of Analysis / . 20.04.2025

AHayMTH YeckHi oTyeT Ne JlaTa anaanza

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

Jdata npon3BoacTsa Tonen oo

Mfg. License No. / |
IIpousBogcTBeHHAS : MNB/05/263 EA nm;:;)’er. J : JRI{II;M(OO“@)_(PF"
JHUeH3HsE Ne omep N

Analysis performed according ND: / Anaan3 nposeaes no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page2of 9/Crp.2 H3 9

No

N Test / Iloka3zaTenk

Results / Pé:ynbra'rbl

Specification / Hopma

Complies / CooTBeTCTBYET

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). / BpeMs yadepXuBaHHA
OCHOBHOTO IIHKa Ha XpoMarorpamme
HUCIBITYEMOTO pactBopa JOMKHO
COOTBETCTBOBATH BPeMEHH YNEPXUBaHUA
OCHOBHOTO MHKa Ha XpoMaTorpaMmme
pacTBopa CTAHOAPTHOTO o6pazua
KeTopojaka  TpoMeTaMHMHa  (pasgen
«KONHYECTBEHHOE OTIPEIENIEHHUEY).

Remarks : The Product conforms to ND/

IMpumeuanne: Iponykr cooTBeTcTBYET TpeGoBaumsam HII

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
Honromnr_leﬂo: Ramakant

Checked by /
[Iposepeno: Pardeep Kumar

Ono6

Approved by: Manager/Executive /

peHo: Menemxep / Pykosonurens

| Amit Kumar L
% 1/ i /\/ﬂ. "
Reprint Date / E Reprint Date / Reprint Date / )
Jata: 29.04.2025 Jara: 29.04.2025 Iata: 29.04.2025

Regislered Oltice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddy:.com

Product

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Xpogyxr: Keropon® Ixcenpece (keroponak) TabieTkn, AMCIEPrHPYEMbIE B MOJOCTH p-ra, 10mMr

| Market / Prisiok

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
| Cepns Ne. AY2300783 O06beM cepHA " 3600000 Tab
Analytical Repoz‘t No/ . 040002911017 Date of Analysis / . 20.04.2025
AHaguTH YecKHIf oTgeT No JaTa anannusa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Hara npoHigoacTBa T'ogen mo
Mfg. License No. / .
IIpon3BoacTBeHHAs : MNB/05/263 MA. number: / : JIEL-Ne(004669)-(PI-
Homep PY RU)
AuuneH3nm Ne

Analysis performed according ND:

/ Ananma nposeaen no HJT: JITI-Ne(004669)-(PT-RU)-190224

Page3 of 9/ Crp.3 3 9

I
i‘? Test / Ioka3aTenn Results / Pe3ynnLTaTni Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET | The retention times of 2-
Bymunaudpoxcuanuzon butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

and
peaks

butylhydroxyanisole -

butylhydroxyanisole on

2-6yTHNrHAPOKCHAaHH30M1a
3.0y 1 s MAPURLHARKIUIIA

«Conepxanue
6yTHNTHADOKCHAHH30IA).

chromatogram of the test solution should
correspond by the retention times to 2-

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

corntent" section). / Bpemena
YAEPXKHBAHUA NHKOB
2-6yTHIrHApOKCHAHHU30J1a "
3-0yTUATHAPOKCHAHH301a Ha

XpOMaTorpaMMe HCHBITYEMOTO pacTBopa

HOOMKHEL COOTBETCTBOBATh  BPeMEHaM
YAEPIKHBAHUA MUKOB
H

XpOMAaTOTpaMMe pacTBOPa CTaHAApPTHOTO
obpa3ua OyTHArHIpOoKCHAHH30MA (pa3aen

3.
the

Ha

Remarks : The Product conforms to ND/

ITpumeuanue: IIpoaykT cooTBeTcTBYET Tpeborauuam HIT

Conclusion ; APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno: Ramgkant [Iposepeno: Pardeep Kumar | OaoGpeHo: Menemxkep / Pyxosoauresb
Amit Kumar 2
M i N
Reprint Date / : Reprint Date / Reprint Date / i
Jata: 29.04.2025 Jara: 29.04.2025 JlaTa: 29.04.2025

Kuglsleled ONlug: 3-2-857, Audd Nu, 3, Bdujdid Hills, Hyder dbau - 300034, Telanigdtia, lidia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘i"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUPHUKAT AHAJTHN3A

Tel : +91 93166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Ixenpece (xeroponak) Tabnerks, Ancneprupyemsie B NoJ0CTH pra, 10 Mr

Market / Prinox

:Russia / Poceus

Batch No / ] Batch Quantity / . 3600000 tab /

Cepnst Ne g Obwen cepun 3600000 726

Analytical Report No / 040002911017 Date of Analysis/ 56 94 505

AnaanTh Yecknii oruer Ne JlaTa ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jara npoH3BOACTBA Topen 10

Mifg. License No. / '

IIponzBoacTBeHHAS : MNB/05/263 M A number: / : J]JI—NQ(004669)—(PF-
Homep PY RU)

JHueH3nss Ne

Analysis performed according ND: / Ananus nposegen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page4of 9/ Crp. 4139

I;? Test / [Tloka3aTesb Results / PeaynbTaThl Specification / Hopma
3 Average weight / Cpenuan 70.4 mg/ 70.4 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . - Ot 67,2 mr Ao 72,8 Mr (70,0 Mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHGPOAHOCTH MACCHI 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He OGomee = 10 %;
2/20 tabnerok — He Gonee + 20 %.
4 Disintegration time / 00 min 14 sec / 00 MuH 14 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocthb
5 Dissolution / PacTeopenne Unit-1/ Ta6n-1 - 100 % Not less than 75% (Q) of
- CisH13sNO3°CsH 1INOs (ketorolac
Unit-2 / Ta61-2 100 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 98 % 75%  (Q)  CisHisNOs*C:H;iNO;s
] (keToponaka TPOMETaMUH) Hepes 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Ta6n-5 101 %
Unit-6 / Tabn-6 101 %
Remarks : The Product conforms to NI/ Conclusion : APPROVED /
IMpumeuanue: [lpoaykt cootsercTBYeT TpeboBanusm HI Saxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: Ramakant Ipoeepeno: Pardeep Kumar | Ongobpeno: Menemkep / Pykosoaurens
/ Amit Kumar L
/ \_";‘-L’,._. - .[\'/_,/
Reprint Date / ' Reprint Date / Reprint Date / ¥
Hata: 29.04.2025 Hara: 29.04.2025 Jara: 29.04.2025

Repislured Offive. 8-2-337, Rucd No. 3, Danjara Liills, (lyderabad 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Qo
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 : +91 93166 56001-02

CEPTHO®HUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixenpece (keToponak) TabneTku, AHCHEPrHpyeMble B MOJOCTH PTa, 10 mr

Market / Prinok

:Russia / Poccust

Batch No / ) Batch Quantity / . 3600000 tab /

Cepus Ne ALV O6Bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002911017 Date of Analysis / . 99.04.2025

AHaauTH YecKHi oTyeT No Jara anaauza

D.ate of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jara nponsBoacTea Tomen xo

Mfg. License No. / R b (PT

IIpoussoacTBenHas . MNB/05/263 Mogumber: / § TR OISO (ER
Homep PY RU)

JIHOeH3Hs Ne — !

Analysis performed according ND: / Anannz nposeaer no H[: JII-Ne(004669)-(PT-RU)-190224 ilny l

Page50f9/Crp.Su3 9

HAucnepcroeth

i‘o’ Test / TlokazaTenn Results / PesynbTaTh! Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pazyercs
OMHOPOAHAS CYCMEH3Ws, MpOXOHsIas
CKBO3b CHTO C Da3MepoOM OTBEDCTHH
710 MxM.

7 Impurities / Ilpumech

1-hydroxy analog of
ketorolac: /
1-rugpoxcuaHanor

Below LOQ (LOQ = 0.0032 %)
/ Hmxe nipepena
KOJIMYECTREHHOIO OlpelieIeHNs

not more than 0.5 %; / ne 6onee 0,5 %,;

Counepanue BOAbI

L

KeTopoJlaKa (ITKO = 0.0032%)
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6osee 0,8 %;
1-xeToaHanor keTopoaaka
unidentified impurity / 0.02% not more than 0.5 %; / He Goxee 0,5 %,;
eqHHUYHAs ’
HEWICHTHQUUHPOBAHHAL
TIpUMeECh
total impurities / 0.01% not more than 1.0 %. / ue Gonee 1,0 %.
cyMMa npuMeceii . '

8 Water content / 2.2 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoaykT cooTBeTcTRYET TpeboBaHUAM HJT

Conclusion : APPROVED /
3axmouenne: OJJIOBPEHO

Prepared by / Checked by /
HoarorosneHo: Ramnt TIposepeno: Parrqe'eg Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBouTens

Amit K
umar /\/ /“/L/ ‘

¥

Reprint Date /
Hata: 29.04.2025

Reprint Date /
Hara: 29.04.2025

Reprint Date /
Hara: 29.04.2025

Regisleiwd Ollice, B=2-347, Ruad No. J, Danjars (Hlls, | lyderabad - SUOUJ4, (clangona, [ndin
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCCQ4507

www.drreddys.com




Dr.Reddy’s “:'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 2G5, INDIA

CERTIFICATE OF ANALYSIS -
Tel : +91 93166 56001-02
CEPTH®HKAT AHAJIU3A www.drreddys.com

Product ; "I-(_etorol Express (ketorolac) Orally Disintegra{ting Tablets 10 mg

Iponyxr: Keropon® Ixenpece (Keroposnax) TabieTky, AHcmeprapyeMbie B N0A0CcTA pra, 10 Mr
Market / Frinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepust No_ A s Obwem cepu 3600000 Ta6
Analytical Repovrt No/ . 040002911017 Date of Analysis / . 29.04.2025
Ananuru=<eckHii oryer Ne Jlara anaaun3za
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027
Jara npom3iBoACTBa Togen go
Mfg. Licemse No. / ] .
IponssomcTBeHHas : MNB/05/263 e/ s AL QE068) (RIS

Homep PY RU)
| TRnen3ng Ne

i Analysis performed according ND: / Anaans nposenes no HII: JII-Ne(004669)-(PTI'-RU)-190224

Page 60of 9/ Crp. 6u3 9

i:) Test / [TokalaTens Results / PesynbTaThl Specification / Hopma

9 Residual solvents / OcTaTouHbBIe 0PraHWYECKHE PACTBOPHTENH
Isopropyl alcohol / 7 pgftab/ Not more than 350 pg/tab. /
Hzonponanon 7 MKT B TabneTke He 6onee 350 mxr B Tabnerke.

10 | Micrebiological purity*/ MHKpOﬁH_OJIOFH'-IQCKaSI gucToTa*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / obmtee ancno Less than 10 CFU/g/ ne 6onee 10° KOE/T;
a3pOBHEIX MAKPO- Menee 10 KOE/r
OpraHu3MOB
Total Combined Yeast and not more than 102 CFU/g; / P
mold count / o6iiee uHucIo Less than 10 CFU/g/ He 6onee 102 KOE/T;
OPOXOKEBBIX H [LTCCHEBBIX Menee 10 KOE/T
rpubos -
Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. /

OrcyrctByeTB 1 T OTCYTCTBHE B 1 T.

11 | Uniformity of dosage units / 3.1 Acceptance value (4¥) not more than
OnwoponHocTs 15.0 Hoxa3artens mpuemMneMocTH (A V)
N03NPOBAHHLIX CAHHHIL JiomxeH 6bITh He 6onee 15,0.

Remarks : The Product conforms to ND/ . Conclusion : APPROVED /
ITpumeyvanue: ITpoaykt coorBeTcTBYET TpeboBanuam HJT 3axmouenne; OMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMogrorosaeno: Ramakant [IposepeHo: Pardeep Kumar | Onobpeno: Menemiep / Pykosoauresb
1 Amit Kumar

w S AN
Reprint Date / ’ Reprint Date / Reprint Date / ¥
Hara: 29.04.2025 Hara: 29.04.2025 ara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507.
www.drreddys.com




Dr. Reddy's Laborgtories Ltd.
Formufation Unit-6

.. @% _
Dr. R-eddy S Ne vill, Khol, Nalagarh Road, Baddi,

Distt. Sofan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : 491 93166 56001-02

CEPTU®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: KeTopoa® Dxcnpece (keroposiak) TabaeTkH, THCIeprHpYEMBIe B 1010CTH pTa, 10mMr |

www.drreddys.com

Market / Prisiok ‘Russia / Poccns
Batch No / - V2500785 Batch Quantity / . 3600000 tab /
Cepusa Ne ) O6Bem cepun " 3600000 Tab
2““'3’“”' HE LR . 040002911017 Dateof Amalysis/ ., 59 44 905
HAJIMTH YeCKHH oT4eT Ne - Jara anannza
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa nponzBoncrea Toxen 1o
Mfg. License No./ ) .
IpousBopcTBeHAAs : MNB/05/263 bl LRI LR B
Homep PY RU)
JIHUeH3HA Ne L N
{ Analysis performed according ND: / Ananms nposeaen no HJI: JITI-Ne(004669)-(PI-RU)-190224 |
g Page70f9/Crp. 7 n39
2.: Test / IToka3aTenb Results / PesyabTathi Specification / Hopma
12 | Assay/ Koan4yecToeHHoe 10.0 mg /-10.0 mMr From 90mg to 11.0 mg of
onpejelienue (100.1 %) C1sH;3NO3*C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 ur Ci15H;3NO3*C4H1NOs
(xeToponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3aABNE€HHOr0 KOJIHYECTBA) B
TabueTke.
13 | Butylhydroxyanisole 0.0916 mg/tab / Not less than 0.042 mg/tab. /
content / Copaepxkanue 0.0916 mr B Tabnetke He menee 0,042 Mr B Tabnerke.
Gy THArMAPOKCHAHH301a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynaKkoBKu (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccantHDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 TabneTox B
information leaflet in a carton | Gmucrepe M3 (MA/AJVIID c
park  { Tln 10 Tafinerow ® | mmaranarentutenem/TTARTT)  donera (/
6nucrepe u3 (IIA/AJUIID ¢ | (II3/AJI) doneru. [To 1 mnu 2 Ginnctepa
BnaronornorureneM/I1DBI1) BMECTE C JIMCTKOM-BIUIZIbIIUEM B NauKy
doneru // (IT3/AJT) ¢ponsru. [lo | xapToHHYTO.
2 bnucrepa BMECTE C JIHCTKOM-
BKJTALBIIIIEM B nayxy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeyanue: ITpoxyxT cooTBeTCTBYET Tpebosanmam HJT 3akmovenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToaroroeneno: Ramakant Ipopepeno: Pardeep Kumar | Omo6peHo: Menenxep / PykoBogurens

M{ﬂj‘ C‘;I——f—- Amit Kumar /\/‘/L’

=t

Reprint Date / i Reprint Date / Reprint Date /
Hara: 29.04.2025 Hara: 29.04.2025 - Hata: 29.04.2025

Regicterad Office: 8-2-337, Read No. 3, Banjara Hills, Hyderahad - R6NN34, Trlangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr, Reddy's Laboratories Ltd.
A Formulation Unit-6
' ‘-o . |
Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy g ’ Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS ¢ . +91 98166 56001-02
CEPTH‘DI’H{AT AHAJMBA WWWAdrreddyS.COm

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hponysr: Keropoa® Dxenpece (keroponak) ralierks, Ancnepripyemsie B noaocry pra, 10 mr _
Market / Prsok :Russia / Poccus
Batch No / , Batch Quantity / . 3600000 tab /
Cepnsi Ne ' 4 V2500785 O6Bem cepun " 3600000 Ta6
Analytical Repoft No/ . 040002911017 Date of Analysis / . 29.04.2025
AHaIHTHYECKHH 0TyeT No = Jara ananusa
Date of Manufacture / . 04/2025 I?ate of Expiry / . 03/2027
Jara npogiipoacTBa lNonen no
Mfg. License No. / L o
Ipon3BoxCTBEHHAN : MNB/05/263 BT TG ;. JAL-Ne(004665)-(PT-
; Homep PY RU)
| amuensusg Ne
| Analysis performed according ND: / Ananns mposenen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ CTp.8 n3 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 ycar whichever is more.

* [Ipu BoINyCKe JIEK2PCTBERHOTO NpenapaTa KOHTPOJIb KauecTBa N0 NoKkasaTeso «Mukpobuoiornieckan
YHCTOTA» [POBOANTCR AnA Kaxcaoli 20-of cepHu, WiH Il 0XHOMN cepHH B rof, B 3aBUCHMOCTH OT TOI0, 4TO
HACTYNUT paHbILe.

API name / Hanmenoranne A@C: Ketorolac tromethamine / Keropomaka TpOMETAMHH

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / . ABRH009745
Homep cepun npon3pogaTenst A®C:
FP Manufacturer API Batch number /
Homep cepHu cyGcTaHIHN NPOH3BOAHTENA ' FESA00032
IJiP:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Npouspoaurenns ADPC, crpana: JI-p Peyuin’c JTa6oparopuc JIta., Huaus
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) /
HaumenoBaHHe, agpec, JHHEN3HA I8 J-p Penau’c JlaGoparopuc Jita., Manns, [TpouseoncTeennoe
TIpousBoacTeennan niaomanka / Ilromanka noapasaenciue-6, Bumn. Kxons, Hanarapx Poyn, Bamuu, [vetpuxr
KoHTpOIA KavecTBa / Ilnomanka Bpinycka Conan, X.IL., 173205, Muaus (uuenzus Homep MNB/05/263)

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

'Remarks : The Product conforms 1o ND/ Conclusion : APPROVED /
ITpumevanne: [TpoaykT cooTBeTCTBYeT TpeGopanuam HJI Zaxmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moxprorosneno: Ramakant [Iposepeno: Pardeep-Kumar | Ono6pero: Mekemxep / Pykosoauress
th { Amit Kumar AL
_ Z s /\’/ " e
Reprint Date / | Reprint Date / Reprint Date / -
Hata: 29.04.2025 Hata: 29.04.2025 Jara: 29.04.2025

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




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

@
Dr. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1o/ 91 98166 56001-02
CEPTHOUKAT AHAJIH3A  www.drreddys.com

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]

Opoayxr: Keropesa® Ixenpece (keTopoaax) Tabnerku, AnCHeprupyeMble B ONOCTH PTa, 10 mr |

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusn Ne 2 LIS Ob6bem cepus " 3600000 Tab

Analytical Repo:‘t No/ - 040002911017 Date of Analysis / . 29.04.2025

AHanuTHYecKHiH oTyer No Hata ananu3a |

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa nponsBoacTBa Logen 1o .

Mfg. License No. / X 3

IIponsBoacTBeHHAR : MNB/05/263 .MA number: / Y JITI-N2(004669)-(PT-
Homep PY RU)

JIHHeH3usa Ne

Analysis performed according ND: / Anann3s nposeaen no HII: JITI-Ne(004669)-(PT'-RU)-190224
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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».

3aKII0YeHHE 0 COOTBETCTBHH: «HACTOAIIMM 5 IMOATBEPAIAIO, ITO IIPUBEJECHHAL BhINE HAQOPMALUs ABIIIETCA
JOCTOBEPHON M TOYHOH. DTa CepHs NPOAYKIMH IPOM3BEIEHA (BKIIOYAS YIAKOBKY (MapKHPOBKY) M KOHTPOJb
KauecTBa) Ha BLIIEYKA3AHHOM NPOM3BOJCTBEHHOW nnomaake (IUiollafKax) B MOJHOM COOTBETCTBHH ©
Tpe6oBanusaMy [IpaBui HaIexamell IPOU3BOACTBEHHON MPAKTHKK EBPasMHCKOro 3KOHOMHYECKOTO COX03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) ¥ TpeGoBaHUAMH KOHTPOJS Ka4eCTBA JIEKAPCTBCHHBIX CPE/ICTB,
a TaKXe B COOTBETCTBHH CO CIEUHUPHKAIMAMH, COAESPKAIMMMHCA B PETHCTPALMOHHOM NOCEE CTPaHBI-UMIIOPTEPA.
3alHCH TI0 IPOH3BOJCTBY, YIIAKOBKE H AHATH3Y [IPOBEPEHEL, H YCTAHOBIEHO HX COOTBETCTBHE TpeOoBaHHAM IIpaBmi
HaIleXalllel IPOH3BOACTBEHHOH NPaKTHKH EBPa3zMHCKOro 5SKOHOMHYECKOTO COI03a).

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

Opumevanne: [TponykT cooteTcTRyeT Tpehoranuam HJT Barnroueane: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroropnexo: Ramakant Tposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoguTterns
M 0 Amit Kumar /\ L
o —

o =X i \ S
Reprint Date / \ Reprint Date / Reprint Date /
Iara: 29.04.2025 Hara: 29.04.2025 Iara: 29.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india ~
Tel: +91 40 4900 2900, Fax: +91 40 4500 2995, Email: mail@drreddys.com
CIN: LB5195AP1984PLC0O04507
www.drreddys.com




