Y's

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.B, 173 205, INDIA

CERTIFICATE OF ANALYSIS ., o) gp155 5600102
CEPTUOUKAT AHAJM3A | drreddys.com

Pmdu& : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayry: Keropon® 3xcnpece (KeTOpOJNAK) TAGKOTKH, AHCHEPLHPYEMEIE B IGI0CTH pra, 10 mr

Market / Puinok :Russia / Poccus ]
1 Batch No / .y Batch Quantity / . 36,00,000 tab/ ‘

Cepas Np + V2502313 Qbnem cepun © 36,00,000 Tab

Analytical Report No / . Date of Analysis / . N

Ananutmecrquti orver Ne : 040003244240 Jara ananuon : 29.12.2025

Date of Manufacture / . 12/2025 Date :of Expiry/ . 1172027

HAats nporIBoscTREA Tonen xo

Mfg. License No. / .MA amber: /

IEpou3sojcTBenHas : MNB/05/263 i : : JIYL-Ne(004669)-(PT-RU)

Homep PY
AROeRIAA Ne

Analysis performed according ND: / Auanus nposesen mo HI; JIE-Ne(004669)-(PT-RU)-190224
PIL version approved: / Huerpykuus yreepxaena: 21.04.2025

Page6of 11/ Crp. 6 m3 11
ig Test / Hokasarens Resnlts / PeaynberaTet Specification / Hopma
8 Water content/ 2.1% Not more than 7.0 %. /
Copepskanne BoAbL He 6onee 7,0 %.
9 Residuﬁi. salvents / GcTaTOYHBIE OPrARITMECKHE PACTBOPHTENN
Isopropyl alcohol / 4 ughab / Mot more then 350 pugftab. /
Hronponanon 4 MKr B Tebnerxe He Gonee 350 mMxr s Tabnerxe.
Remarks : The Product confirms to ND/ 1[Conclusion : APPROVED / 1
Npumevanue: TIponyir cooTBeTcTBYeT Tpebopapuam H]L Jarnouense: OJOBPEBO
Prepared by / Checked by./ Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person/ |
Noarotornero: Pravesh TIponepeno: Rama ITposepeno (AOK):  }{Onobpeno: Obecneserte kauecTsa/OTBETCTREHHOR
lana 4 Kant « {[Aniit Kumar {immizos )
Date / Date / Date / {iDate / 2G.)7 203"
Hara: 29.12.2025 Hara: 25.12.2025 Tara: 29.12.2025 Harta: T‘J

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydergbad - S00034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 401900 2999, Email: maill@drraddys.com

CIN: LAS195AP1984PLCODAS0T
www.drreddys.com




2ddy’s

Dr. Reddy's Laboratories Ltd.

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

CERFIFICATE OF ANALYSIS
CEPTUOHKAT AHATM3A

Toi : +91 88166 56041-02
wiwrw.direddys.com

Product : Ketorol Express (ketorotac) Orally Disiﬁt,é_g‘raﬁng Tablets 10 mg
I}poa_ym: Keropoa® Jxcnpece {keropoaak) TabNeTKH, HcIeprapyembre B noocth pra, 10 mr
Market / Peisok +Russia / Poccua ‘
Batch No / ) - Batch Quantity / . 36,00,000 tab/
Cepag N2 ‘ _ ) stqgs 13 Ofbsem cepau " 36,00,000 126
Analytical Report No / : 040003244240 Dateof Analysis/ . 59 15 505
Ananuraaeckri oryer Ne JlaTa anadesa |
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JiaTa npoAIBROICTBA Topxen go
“Mfg. License No, / MA number: / "
KponisogcTBeRHag : MINB/05/263 i ’ : JI-Ne(004669)-(PF-RU)
: Homep PY ;
AnUeH3IEN Ne e
Analysis performed according ND: / Ananaz gpoBejier no HJT: JIO-Ne(004669)-(PT-RU)-190224
_PIL version approved: / Mncrpyxuns yreepxaena: 21,04.2023

Page 7of 117/ Crp. Tma 1l
}I:& Test / Hlokazarens Results / PeaynbTaTss Specification / Hopma
16 Microbiological purity*/ MuxpoGuonornueckan uucrora*
1 TFotal Aerobic Microbial NA not more than 10° CFU/g; /
Count / oBmee yucio ne Gonee 10° KQE/r;
a3poDHBIX MHKpPO-
Oprau#iMoB
Total Combined Yeast arid NA not more than 10° CFU/g; /
mold count / obiuee yncao e Gonee 102 KOE/r;
APOMAEBEIX H IUIECHEBHIX
rpubor
Escherichia Col NA shell be absent in 1 gram. /
OTCYTCTEREB I It
11 Uniformity of dosage units / Acceptance value (4F) not more than 15.0
QRHOPOARMITE 4 fowasarens npremaemocTy (4 V) nonmen GuiTe
ADIHPORSHHBIX EXHHHI - He Gonee 15,0,
Remarks : The Product confirms to ND/ - - " HConehision : APPROVED /
Ipuneuarre: [ponyxr cootsercTayer Tpefopanma HIT Zsicriouenne: CLOBPEHO
Prepared by / [Checked by / [Chiecked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
Moarorosiena: Pravesh [posepéso: Rama [posepeno (AOK): ||Onobpeno: Obecneenne kauecTBA/OTBETCTBEHEOE
Rana 4 Kant (ﬂ‘j\ Arhit Kiimar THIO: AT
” ] i i

Date /
Hara:

Date / Datg /
i,[{a‘ra: 29122025 | Iara; 29.12.2025

{Dawe/
Tota: 291220258

249-[2- 2025

Reglstered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangang, tindia
Tel: +91 40 4300 2900, Fax: +91 40 4500 2999, Emall: mail @drraddys.com

CIN: L85195AP1984?LC004507
www. drreddys,com




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

Yill. khol, Nalagarh Road, Baécii,
Distt. Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANATYSIS ~ .
T CEPTHOUKAT AHATGA o 91 98166 56001-02
e www.drreddys.com

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® 3xenpece (keropoax) Tabaerxu, qucneprupyemsle B nojxocry pra, 10 mr

Market / Poisox *Russia / Poccrs

BatchNo / . : Batch Quantity / ~36,00,000 tab/

Cepain No V2302313 Obmen cepuu 36,00,000 146

Auzlytical Report No / : 040003244240 Dateof Amalysis/ . 5915 5025
HANNTHIECKREHR oT9eT N . Jiara apa/meia

Date of Manufacture / _ Date of Expiry / . -

JlaTa apoMIBOACTRS,  12/2025 Touew no : 1112027

Mfg. License No. / MA namber: / _

Mpor3soacreernas : MNB/05/263 - ) : JI-Ne{004669)-(PI-RU)

TR Homep PY

niEnensia No

Analysis performed a;zcorc_iz‘ng ND: / Ananws nposenen no BJ): JIET-Ne(004669)-(PT-RU)-150224
PIL version approved: / HucTpykung yTBep:aena: 22.04_.2025

Prge 8 of 11 /Crp. 8 w1l

];f Test / HokazaTens Results / Pesynsrainl Specifieation / Hopma
12 Assay / KosuuecrBesuoe 180 mg/ 10.0 mr From  ¢0mg o 11.0 mg of
onpensicHHe (100.0 %) CisHiaNQy»C4H  NO; {ketorolac tromethamine)
{from 90.0 to 110.0 % of the Isbel claim) per
teblet. / Or 90mMr mo 11,0wMr
C1sHiNO»CiHy NGy (keroponaka
TpomeraMus) (ot 90,0 me 1100 % or
3aRBNEHHOIC KONKYecTBa) B Tabnerke.
13 Butylhydroxyanisole 0.0990 mg/tab / Not less than 0.042 mpg/tab. /
content [/ Cogepxasse 0.0590 Mr & TabneTxe He menee 0,042 mr 8 TabreTke.
Gy THAMKRAPOKCRAHKIONA
= =

Remarks : The Product confirms to NDY
Dpumesanue: TIpodykT cootseTcTBYET Tpebosannsm HIL

Conclusion : APPROVED /
3armouenne: OKOEPEHO

Prepared by / Checked by / IChéckéd by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
HMonrororneno: Pravesh Tiposepenc: Rama Uposepeno (AOK): O}_fbﬁpenu: Obecrieyenne xayecTRa/OTBETCTBEHHOE
' Kaut Awil Kunsu EETEY

3 #
LEHI "Z

&

Date /

Date /

Iara: 29.12.2025

Hava: 20.12,2025

Dage/

HDate /

29-12 2025

Tara: 29.12.2025

‘HiaTa:

Registered Office: 8-2-337, Road No, 3, Banfara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2899, Emall: mell@drraddys.com

CIN: LR5195AP1984PLCO0A507
www.drreddys.com




CERTIFICATE OF ANAL VSIS

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

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

CEPTHOUEAT AHAJN3A

T2t: 401 98166 $6001-02
veaw.drreddys.com

Product : Ketorol Express (ketorofac) Orally Disintegrating Tablets 19 mg
Ipogyxr: Keropon® Sxenpece (keToporax) rabaerky, ARCHEprapyemble B NONOCTH pra, 10 Mr

Market / Pomox “Russia / Poccun

Batch No / ] Batch Quantity / . 36.,90.,000 tab/

Céprs %o | - V2502513 Ofem ceprn ' 36,00,000 726

Anslytical Report No / - 040003244240 Dateof Analysis/ . 9 15 5025

Angng'mqecxnu oTuer Nb ;ﬂa'ra AHATIN3A )

Date of Manufacture / - 12/2025 :pgte of Expiry / . 11/2027

Jare nponapeacres Tonew no

Mfg. License No./ "MA number: /

YIpoH3BONCTBERRAN : MNB/05/263 YL BRI OET: JIH-Ne(004669)-(PT-RU)
Homep PY

snueasng Ne

Analysis performed according ND / Ananns mposeses no HJ{: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mnerpykiins yrsepaaena: 21.04.2025

Page90f11/Crp. I mz 11

No

desiceant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in & carton
pack. / Ilo 10 rabnerok B
Gmucrepe u3 {{IA/ANIIIS ¢
sraromerioryrensM/TI3BIT)
Gomuru // (I13/AJ]) doxern. o
2 GIACTepa BMECTE © NHCTROM-
BRITANLILIEM B nagKy
KAPTOHEYIO.

N Test/ [TokazaTenn Results / PesyneTatel Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister ©of (PA/ALPE with
Onncanne ynaxosku (PAJALPE with | desicoantHDPE) foil / (PE/AL) foil. I or 2

blisters with patient information leaflet in a
carton pack. / Tlo 10 taBnerox B Banmcrepe M3
(TIAJAVII? ¢ enaronornoturenem/TISBIT)
doabry // (II3/AT]) domern. o 1 mam 2
6IACTEPA BMECTE © NNCTKOM-BKNAXBIIUEM & |
M2YKY KapTOHHYIO,

every 20 batches or one batch per year whichever is more.
* [1pH BHIDYCKE ACKAPETRCIIOTD DPONEPATD IONTPONL KAUCCTER by dpaiaTemn « Muwpnfiunanriveckan
MHCTOTAY NPOBOAHTCR JIS Kannoi 20-08 cepru, 1AK A OHHOR CePIA B FOA, B 3ABHCHMOCTH T TOIO, 410

* When the drug product is released, the guality control for Micrebiological Purity is perfornted for one batch in

HECTYNHT PAHBILE,

Remarks ; The Product confirms to ND/ Cénclusion : APPROVED /
Tpumeysnse: [TpomykT cootserceyer tpebobannam HIL 3amoeinie; OJORPEHO
Prepared by / T{Checked by / Checkéd by (AQA) / I[Approved by: Quality Assurance/Authorized person /
Ilenrorosneno; Pravesh Hposepero: Rama Tpomeptnc (ACK):  [iOaobpero; Obecneycune kauecTBa/OTBETCTBERHOE
Rana / Kant s Amit Kumar NHHS: 1y
1 B | 2 | &
{Date 7 Date/ Date/ Date / B it 2200
Hara: 26.12.2025 Ra'm 29 12.2025 Hara: 29.12.2025 J.IaTa: '

Registered Office: §-2-337, Roac No. 3, Banjara Hilis, Hyderabad 500034, Telangons, india
Tel: 491 40 5500 2900, Fax: +91 40 4900 2989, Emall: mail@«drraddys.com

CIN: LBS195AP1984PLC004507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.R, 173 205, iNDIA

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
W W\r?W.dfi’IEddYS‘Com v
1Product ; Ketoro! Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxr: Keropon® 3xenpece (keToponax) raﬁne'rxn, IHCTIepTHPYeMBIE B HOJOCTH P13, 10 mr
Market / Poinox :Russia / Poccua
Batch No / ] Batch Quantity / . 36,00,000 tab/
Cepus Ne : V2502513 Ob6bem cepan : 36,00,000__'1‘8_6
Analytical Report No / © 040003244240 Date of Analysis/ 55 15 9695
As_annmqe_cxun oTgeT Nt kara apammsa .
Date of Manafacture / . 12/2025 Date of Expiry / . 1172027
flaTa npoussoncTaa Yonen no
Mfg. License No. / M A nlimber' /
TpowisoncreenBan : MNB/05/263 H R : JOI-Ne(004669)-(PT-RU)
omep PY

ABienng Ne
Analysis performed according ND: / Ananus nposesen so HJL: JIIE-Ne(004669)-(PT-RU)-190224
PIL version approved / Bwerpyenas yreepsinena: 21.04.2025

Page 10 of 11/ Cvp. 10 m3 11

1 API name / Hanmenosanue APC:

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

Homep ceprr CYOCTABKEE BPORIBOXHTEIS
| TJi®:

1 INN/ MHH: Ketorolac / Keroposiak
APImanufacturer batch nnmbg: ! ABSHO001605
Howmep CepHA npousaqmgr&an;}@(?:
¥P Manufacturer API Batch number /

FESAQ0218

API Manufactured by & country /
Hporspogarenn ADC, crpara:

Dr. Reddy's Laboratories Ltd., India /
M-p Peanw'c JlaGoparopre Jita., Hanus

Name, address, authorization No for  FP
mannfacturing site / Control site / Release
site /

Hapmeropagne, A4pec, NRIEAIEN A/
KEpoussoncreenaas naomuania / [nomagxa

KoHTpOoXA Kavecrsa / Ilomanka seinycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

Ji-p Pen™c Jaboparopye Jlrn., W, ponssoactaennoe
nonpasencune-6, Bunn. Kxons, Hanarapx Poya, banau, Jucrpakr
Conan, X.[1., 173205, Huous (nuuensua nomep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate, This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requxremeats of the Eurasian Economic Union 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».

Conclusion : APPROVED /

iRemarks ;: The Product confirms to NI/ _

Hpusieuarne: JponykT cootrercTryeT Tpeboranmam HJT 3aikmosenue: OXOBPEHO

Prepared by / Checked by / Checked by (AQA)/ HApproved by: Quality Assurance/Anthorized person /
Hoxrororneno: Pravesh Hposepeno: Rama I‘lpoaepa-m (A{)K) Onobpeno: Obecnevenye kauecrsa/OTBETCTRCHHOE

Riana ?/f Kant &~ HAmzt Kumar W Jlane: @

Date/ Dite / Diated ; |{Date / DBf B ML

Tana: 29.12.2025 Hata: 29.12.2025% Tatd:29,12.2025 Iara: |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangena, India
Tel: +81 40 4300 2900, Fax: +91 40 4900 2599, Emalil: mail@drreddys.com
CIN: LES195AP198IPLCODSENY
www.direddys.com




Dr. Reddy's Laboratories Ltd,

Formulation Unit-6 _
Vill. Khol, Nalagarh Road, Baddi,
Pistt. Satan, HP, 173 205, INDIA

CEPTHOUKAT AHATTM3A  T¢l: 49188186 56001-02

%
r.Reddy’s
CERTIFICATE OF ANALVEIS

waww, drreddys.caom

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpeomywen: ﬁempm’r@ Fcapece (Kevoponak) Tabnerkh, Rucrepiupyesbie B nosocTH pra, 10 mr
Market / Prinok ;Russia / Poceus ‘
Batch No / xrrens . Batch Quantity / . 36,00,000 tab/
Cepun No ' ‘{_2502513 Obrem cepun " 36,00,000 Tad
Analytical Report No / . 040003244240 Dateof Analysis/ . 59 19 95
Ananarrgeckul oryer Ne Jaia ananwia

: Date of Mapufacture / . 12/2025 D__a_te uf Expiry / . 1172027
Hs1a ipouIecicTsa Tonen no

| Mfg. License No./ MA number: /
IIpoussoncrBennan : MNB/05/263 ' : JIE-Ne(004669)-(PT-RU)

; Homep PV

anuenzas Ne

1 Analysis performed according ND: / Auasinz nposener xo HJT: JHE-Ne(004669)-(PT-RU)-150224
PIL version approved: / Hucrpyxuas yreepunena: 21.04.2025

Page 11 0f 11/ Crp. 11 w3 11
3akmodenne o cOoTBeTCTBHM: «HACTOAUMM A MOATBEPAKA0, YTO NpPHBEACHHAS BEINE HHbOpPMalHs ABIACTCH
nocToBepHON M TOUHON. DTa CepHA NPOAYKIEM IPOM3BeAcHa (BKIIOYAZ YNaKoBKy (MapKHpDOBKY) B KOHIPOAb
KA4eCcTBa) Ha BHIIEYKa3aHHoi NpPOM3BOACTBEHHON Inomanke (Momankax) B HOAHOM COOTBETCTBHE €
1pebopanvamu Ilpasun Halexamel NPOH3BOACTREHHON npakTHkM EBpassiicKoro 3KOHOMEYECKOIO COK3A K
TpeGOBAHKAME KOHTPONIS KAa4yecTBa JEKAPCTBEHHBLIX CPEACTB, @ TAKKE B COOTBETCTBMH CO CueHmHKaLAmMH,
COAEPKATUMUCS B PETHCTPAEOHHOM JOCHE CTPRHBI-AMIIOPTEPa, JaicH 10 MPOM3BOJICTRY, YIIAKOBKE B AHAINIY
IIPOBEPERE], H YCTAHOBJICHO MX COOTBETCTBYE Tpebopanmam Jlpasui Hagnexames Mpou3BOJACTBEHHOMN MPaKTHKY
EBpazuiickoro 9KOHOMUYECKOTO COI03ay,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
JiMTpumenanne: IIpoaykT cOOTRETCTRYLT Tpebonamuam HY 3awmovenne: QHOBEPEHO

{IPrepared by / TIChecked by / TIChecked by (AQA) / {[Approved by: Qualify Assurance/Anthorized person/ |
Tlonrotosneno: Pravesh Tpoeepeno: Rama Tporepend (AOK):  ||Osobpeno: Obecneyenne KauecTra/OTBETCTBEHHOE

Rena IJ Kant Amit Kumar aitio: @
by ,.-/]\ '
{Date / Date / WDgie7 Date / prurerye
Tara: 25.12.2025 Hara: 29.12.2025 Tara: 29.12.2025 TaTa:

Repistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, india
T el 491 40 4900 2500, Fax: 91 40 4900 2099, Emait: mal@drraddys.com
CIN: LB5185AP198APLLO04507
wiww.drreddys.com




