Dr.Reddy’s @%¢

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

Vill. kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIJA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page 1 0f 10/ CTp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Dpoayxr: A6yrnnn®, Tabaerin, noRpeITLIE IIeHOUHO#H 060M09K0ii, 400 Mr + 325 Mr

uen3nsg Ne

'ﬁh_—Test / H();asa're.l;b r

Résults/—PesleLTaTu

Appearance /
1 | Ouucanne

Orange film-coated, caps_u-le—shaped,
one-side scored tablets; white core at
the cross-section. / Tabaerku
KarncyJOBUAHOH GOPMBI, IOKPLITHIE
IIEHOYHOH 000JIOUKOH OpaHXEBOTO
1[BET4, C PUCKOH Ha OJHOM CTOpOHE;
Ha [ONepPevYHOoM pa3pese — Aapo
6enoro 1BeTa.

Analysis perfﬂrm_cd_according ND: / Anaau3 nposeies no HI_[_;_._J"Il_"[:.T_\_‘fg(!JO}_:’_}__S‘J)-(PF-RU}-1_01153

Speciﬁcation / Hopma

noutH 6eyioro LBeTA.

Market / Peinok :Russia / Poccus
Batch No / ; Batch Quantity / ~ 800000.0 tab /
Cepun Ne AP O6hem cepuit " 800000.0 Tab
j Analytical Repqrt No/ . 040002808199 Date of Analysis / . 12.02.2025
Anamrnueckuii oryer Ne IlaTa anannsa
Date of Ma.nufacture/ . 01/2025 Date of Expiry / . 12/2029
JlaTa npon3BOACTBA T'onen 110
| Mfg. License No. / MA ber: /
' HponsBoacTREeHNAN : MNB/05/263 [ HOM::rli’lYer. : JIII-Ne(003654)-(PT-RU)

iOrange film-coated, capsule-shaped, one-side
|scored tablets; white or off-white core at the
cross-section. / TaGneTkH KancyJIoBHIHOMH
(OpMBI, TOKPBITHIE TIIEHOUHOM 060JI0UKOH
OpaH)XeBOTO LIBETA, C PUCKOH HA OJHOMN CTOPOHE;
Ha TIONEePEYHOM paspese — Aapo benoro M

—1

Remarks : The Product conforms to ND/
Ipumeuanne: [pogykr coorsercTryeT Tpebopanusam HJI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /

ITonroroBneHo: Sarita

)

Checked by /

Maurya

.

ITposepero: Santosh Kumar

/Ono6peuo: Menemxep /
Dyrano auTen: »\1‘1@ T{umuy

f"".---’

Approved by: Manager/Executive

Reprint Date:
Harta: 12.02.2025

Reprint Date:
Hara: 12.02.2025

Reprint Daté
Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4500 2900, Fax: +91 4C 4300 2999, Email: maii@drreddys.com
CIN: L85195AP19S4PLCO04507

wiww.drrecdys.com




Dr.Reddy’s !,‘:‘

Dr. Reddy's Laboratories |1d.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page 2 of 10/ Cxp. 2 n3 19

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
{HMponyscr: Mywnun®, TabneTin, nokpuirsie mienouHod o6oioukoii, 400 mr + 325 mr

Market / Poisok

:Russia / Poccus

Batch No / ] Batch Quantity / . 800000.0 tab/

 Cepus Mo i L Otnem cepun © 800000.0Ta6
Analytical Repovrt No/ - 040002808199 Date of Analysis / - 12.02.2025
AnanmurHieckuii oTuer Ne data ananmsa |
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JaTa opon3sogeTea Togen no
Mfg. License No. / MA ber: /

| IpoussoacTBeHHas - MNB/05/263 w2 i ber: © JITI-N2(003654)-(PT-RU)
JHierins Ne [Epla ]

\ Analysis performed according ND: / Apaans nposejaen no HIL: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification /
HopyiMAHOCTD

Complies as presctibed/
CootseTcTByeT

The retention times of the main peaks onm
chromatogram of the test solution shouid|
correspond to the retention times of the peaks on|
e duvmutugium of buprulen and paavetuol
reference standards solution (scction Assay) /
Bpemena yjepxuBaHus OCHOBHBIX MHKOB Ha
XPOMaToTpaMMe HCMBITYEMOI0 PACTBOPA JIONACHEI
COOTBETCTBOBATE BPEMEHaM VIEP:KHBAHUA TTHKOB
Ha  XpoMarorpaMme pacTBOpa CTaHAAPTHBIX
0bpasuos nbynpodesa u napaueramona (pasmen
«l{onnyecTseHHoe OnpeieneHues)

4 | Disintegration /
Pacnagaemocts

3 |Average tablets weight / 972.2 mg/972.2 mr 940.9 mg to 999.1 mg
Cpeansist macca Tabnerox (970.0 mg+3.0 %)/
Or 940,9 MTI o 999,1 Mr

1_1 min 26 sec/ 11 MuH 26 cex

(970,0 Mr £ 3,0 %)

Noé niore th;m -30 min./
He 6onee 30 mun

Remarks : The Product conforms to ND/
Ipumenanne: [ponykT cootseretryeT TpeGopanmam HIT

Opinion : APPROVED
3axaovenue: OJIOBPEHO

Prepared by /
IMoaroTosneHo: Sarita ﬁ

Checked by /

IporepeHo: Santosh Kumar

Approved by: Manager/Executive
/Opobpeno: Menemxep /

Hara: 12.02.2025

- Maurya % Pykoroputenn: A mjt Kumar
Reprint Date: Reprint Date: ' Reprint Date:!

Hata: 12.02.2025

Hara: 12.02.2025

Registered Office: 8-2-237, Road No. 3, Bal:ujara Hills, Hyderabad - 500034, Telangana, India
Tei. +91 40 490C 2900, Fax: +91 4C 4900 2999, Email: mail@drraeddys.com
CIN: L85135AP1984PLC004507

wwwi.drreddys.com




Dr.Reddy’s Q¢

Dr. Reddy's Laboratories +d.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDiA
Tel : +91 98166 56001-0Z
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIK3A
Page 3 of 10/ Ctp.3 mu3 19

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoaywr: M6yxann®, TabieTkn, MoKphiThIe HAeHOSHOI 060J10uKo¥i, 400 Mr + 325 mr

Market / Poitiox :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab/
| Cepust Ne AR = Ob6bem cepin " 800000.0 Tab
| Analytical Repo“rt Neo/ - 040002808199 Date of Analysis / . 12.02.2025
 AHaamuTHYecKHi oTueT Ne JlaTa anajnsa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029
[ ata mpoH3BOACTRA Iogen 1o b
| Mfg. License No. / MA number: /
{ HpouspopcTBCHHAR : MNB/05/263 - [ Homep PY : JIII-Ne(003654)-(PT'-RU)

JHIen3ng Ne

| Analysis performed according ND: / Auanus nposegen no HJI: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /
PacTBopenue

9% to 101%

| 99 % to 102 %

Not less than 70% (Q) of Cj3HisO, (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3HisO:2 (ubynpoder) uepes
30 mun

Not less than 70% (Q) of CsHoNO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHyNO: (nmapaueramorn)
uepes 30 MuH

Remarks : The Product conforms to ND/
IHpumeyanne: ITpogykT cooTBeTCTBYET Tpe6oBaHUsM HIT

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by / Checked by /
TTogrotopneHo: Sarita

Maurya

Ilposepeno: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PyxoBoaure:s: AnEL Kumar

—

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Hara: 12.02.2025

Reprint Date!
Hata: 12.02.2025

Registered Office: 8-2-237, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2900, Fax: +91 4C 4800 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwvi.drreddvs.com




Dr.Reddy’s @56

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

Vill. Khol, Nalagarh Road, Bad di,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg +.325 mg

Hpoayer: Hoyiani®, Tabaerin, DOKpsITHC TNEH0OYHOH 06o10uroii, 400 mr + 325 Mr

Analysis performed according ND: / Anaans nponené?no_l7@?3?11-]\'9(003654]:(1’F-RUT-10_1123

Market / PpiHox :Russia / Poccus Ay

Batch No / _ Batch Quantity / ~800000.0 tab / e
| Cepus Ne V20 O6nem cepun " 800000.0 Tab e
| Analytical Report No/ 040002808199 Date of Analysis / . 12.02.2025

AHanguTHyeckHii oTyeT No JlaTa aHann3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
| JaTa mpoussoacTBa | Topen o 1
| Mfg. License No. / MA ber: /
| MponsBoacTBeHHAS : MNB/05/263 L : JITI-Ne(003654)-(PT-RU)

Homep PY
_JHUeH3Hsa Ne S

6 |Related substances / 0.0001%

'PoacTBeHHEBIE TPHMECH
Method 1 / Merog 1

|

'Method 2 / Mertog 2 0.03%

0.03%

4-aminophenol (paracetamol impurity) - not more|

than 0.005% /
4-amuHoteron (MpUMeEch Mapaueramona)
6onee 0,005 %

He

Any individual impurty (of ibuprofen or
paracetamol) - not more than 0.3% /
Jhobas emuHuuHas npuMeck (MOynpodena unu

napaueramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npuMeceit (Merox 1 + Meton
2) "e 6onee 0,7 %

Water / Boaa 14 %

1

Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeET Tpebopanuam HJJ

Opinion : APPROVED
3axaouenne: ONOBPEHO

Prepared by / Checked by /
IMoarorosieHo: Sarita

[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Opo6peno: Menemxep /

Hata: 12.02.2025 Hara: 12.02.2025

ﬁ’/ Maurya Pykopogutens: Amit &gnmr
Reprint Date: Reprint Date: Reprint Date: '

Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drrzddys.com
CIN: L85195AP1984PLCO04507
www.drreddys,.com




Dr.Reddy’s Q‘:

CERTIFICATE

Dr. Reddy's Laboratories (td.,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Page 5 of 10/ Ctp. S u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

| poayer: AGykana”, Tabiaersu, IoKphIThIe N/IeH049HOI 060504 K0i, 400 Mr + 325 mr
Market / Ppinok :Russia / Poccra
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepnsa Ne '_\/2_500149 | Ob6bem cepun " 800000.0 Ta6 g™ 1
Analytical Repo:‘t No/ - 040002808199 Date of Analysis / . 12.02.2025
Anaaurnyecknii otyer No JlaTa aHaaH3a

'. Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029

| laTa MIPOH3BOACTBA Topen g0

| Mfg. License No. / MA number: /

i IIpouszBoacTBeHHAs : MNB/05/263 Howmep PY . JITI-Ne(003654)-(PT-RU)

| IALEH3MA Ne

| Analysis EerfurnTeEaccording ND: / Ananus nﬁnaene?ﬁa_ﬁﬂ: JII-Ne(003654)-(PI'-RU)-101123

j 8 |Uniformity of desage
; units /
[ OIoHOPOOHOCTD Acceptance value (AV) should be not more than
' | I03MpOBaHHS 0.7 15.0 / TlokasaTene nmpueMiaeMocTs (AV) nomken
- ibuprofen / ubynpoden 6uIThL He Gonee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 0.7 15.0 / Tlokasatens npremiaeMocTH (AV) nomkeH
| mapaueTaMon 6wiTH He Gonee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpameuanne: [Tpoayxr cootBeTcTBYeT Tpebosanuam H]T 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarvrosieno: Sarily MpusepeHo: Santosh Kumar /Ono6peno: Menemxep /
b Maurya :,h PykosoauTenp, Amit Kumar

: / ==
Reprint Date: Reprint Date: Reprint Date:
Hara: 12.02.2025 Hara: 12.02.2025 Jara: 12.02.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCD04S07
www.drrecldvs.com




Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIU3A

Dr. Reddy's Laboratories [td,
Formulation Unit-6

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

Page 6 of 10/ Cxp. 6 3 19

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ilponykr: Moykann®, rabuerxn, HOKPBITEIE MIEHOYHOH 060/109K0i, 400 Mr + 325 mr

Market / PuiHoKk : Russia / Pocciin

Batch No / . Batch Quantity / , 800000.0 tab/
Cepns Ne & = Obnem cepuu ' 8000000726
Analytical Repo‘f't No/ . 040002808199 Date of Analysis / . 12.02.2025

AHalHMTHYeCKUH oTYyeT No JaTa anamusa )
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029
Mara npouzsoncrea T'osnen go S allee-"_ o |
Mfg. License No. / | MA number: /

IIponssoacTBeHHast : MNB/05/263 Homep PY i JITII-Ne(003654)-(PT-RU)

rEnen3na Ne

_Analysis performed accordin gND

: / Anann3 nposenen no HJI: JIH-NE(OE?:GS-#)—_(_PF -RU)-101123

9 |Microbiological purity* /

Muxpobnonorudeckas
YyHcToTa*

a) Total aerobic microbial
count / OBuice uncno
a3pobHBIX
MHKDOOpPIaHN3MOB

b) Total combined yeasts
and mould count / OB1iee
YUCJIO JPOXKKEBBIX U
IJIECHEBBIX TPUGOB

¢) E. coli

NA

NA

NA

Shall
lr

Not more than 1000 CFU/g/
IIc 6oncc 1000 KOE/r

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

be absent in 1lg /

OtcyTcTBHE B

Remarks : The Product conforms to ND/

Opinion : APPROVED
3akniouenue: OJIOBPEHO

Prepared by /
[ToxnrotosneHo: Sarita

TChecked by/

Maurya

[TposepeHo: S'antos';aKumar'

Approved by: Manager/Executive
/Opo6peno: Menemxep /
PykoBoauTE 1k: }-"s_ll'liLKleaI'

—"

Reprint Date:
Hata: 12.02.2025

Reprint Date:
Hara: 12.02.2025

o
Reprint Date: ¥
Hara: 12.02.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, india

Tel. +91 40 4900 2900, Fax: +91 4C 4300 2999, Email: mait@drraddvs.com
CIN: L35195AP1984PLC004507
www.drreddys.com

e




Dr.Reddy's ‘_‘:‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Salan, H.P., 173 205, INDJA
Tel : +91 98166 56001-0z

wwww. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDPUKAT AHAJIU3A

Page 7 of 10 / Crp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

\Mposyrr: H6ykamu®, Tabaerkil, NOKPBITHIE M1eH04HOH 060/10uK0l, 400 Mr + 325 Mr

R

| Market / Poinok :Russia / Poccus
| Batch No / ) | Batch Quantity / _ 800000.0 tab /
| Cepust No VU OGnem cepuu " 800000.0 T2b ik
| Analytical Repo‘}-t No/ - 040002808199 Date of Analysis / © 12.02.2025
AHaauTHYecKH#H oTyer Ne | MaTa ananu3a —_.
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029
JaTa nponsBogcTBa g I'open o U i
Mfg. License No. / MA number: /
| IponsBoacTBeHNAs : MNB/05/263 A : . JITI-Na(003654)-(PT-RU)
ITomep PY
JHIeH3us Ne s

Analysis performed according ND: / Ananns nposenen no XHJI: JITI-Ne(003654)-(PT-RU)-101123

|

10 |Assay / KonudecTBeHHOE 360.0 to 440.0 mg of Ci13H302 (ibuprofen) per]
onpeaenenne ) tablet /
397.2 mg/397.2 mr Ot 360,0 mr no 440,0 sir C3H 302 (uSynpoden) B
TabneTke
: 292.5 to 357.5 mg ot CsHoNQ; (paracetamol) per
tablet /
323.57 mg /323.57 mr Or1292,5 mr no 357,5 mr CgHoNO; (mapaueramonn)
B TAbONETKE
11 | Package / YnakoBka 10 tablets in PVC/Al blister, 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton, / ITo 10
leaflet in a carton. / ITo 10 Tabnetok |Tabnerok B [IBX/Al 6nuctep. Ilo 1, 2 wnu 20
BIIBX/Al 6nuctep. ITo 1 Gnucrepy |6GnucTepoB B [Aa4Ky KAPTOHHYIO BMECTE C|
B TayKy KapTOHHYI0 -BMeCTe C |MHCTPYKUHeH M0 NpUMEHEHHIO.
UHCTPYKLHEH N0 MPHMEHEHHIO. -
| 12 | Labeling / MapxupoBKa |According to ND. / B cootserctauu ¢ HJIL
| 13 | Storage conditions / At temperature not more than 25 °C. /
|Xpanenne Ilpu Temneparype He Bhilue 25 °C.
14 | Shelf lifc / Cpoxc 5 ycars / 5 et
TOJHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
IIpumeuanue: [1poaykt cooTBetcTBYeT Tpebosauuam HJJ

Opinion : APPROVED
3axniouenne: OJJOBPEHO

Prepared by / Checked by /
ITonroTosnexo: Sarita
Maurya

IIposepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoauress: Ar?il Kumar

s -

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Hata: 12.02.2025

/
Reprint Datet
Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, anjara Hills, Hlyderabad - 300034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984P

LCD04507

www.drreddvs.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A
Page 8 of 10/ CTp. 8 uz 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg B
\Opoaywxr: HGykann®, TabneTk, NORPLITHIE NieH0uHOI 060104K0#, 400 MT + 325 MT g
| Market / Ppinok :Russia / Poccus
| Batch No / ) Batch Quantity / . 800000.0 tab /

Cepna Ne o "y Obuem cepiii  800000.0 Ta6 "

Analytical Repourt No/ . 040002808199 Date of Analysis / . 12.02.2025

AHanHTHYeCKHI oTyeT Ne JaTa ananmu3a o el -
| Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JlaTa mpousBogcTBa T'onen o0 i

Mfg. License No. / MA ber: /

IpoussoacTBenyas . MNB/05/263 e . JII-Ne(003654)-(PI-RU)

Howmep PY

JHuensus Ne 5 S =

Analysis performed according ND: / Anaan3 nposeney mo HJI: JIII-No(003654)~-(PI'-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

IIpumeuanue: CCBUIKH B HOPMATHBHOM NOKyMeHTaluun npuBefers! Ha 'O PO XIV.

* TIpoBOAMTCA NPOU3BOAWTENEM NPH BBITYCKE NEPHOIUYECKH: A Kaxaoi 20-0if cepiu UK He MeHee | pasa B
roz. [TokazaTens MOXeET OBITh He BKAIOUEH B CepTHGHKAT aHanu3a QupMbl.

API name / HaumenoBanue ADC: Ibuprofen / H6ynpoden Paracetamol / [Tapaneramon
| INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [1apaneramon B

API manufacturer batch number / PIBM240210 0545/24-25
Homep cepuu nnponssogurens AQC: e -,
FP Manufacturer API Batch number /
Homep cepun cy6cTaHUMH POH3BOAHTEIA FERAO00681 FERAQ00533
rJd:

Solara Active Pharma-Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country/ Limited, India / Conapa 3xTHB Limited, India / pu Kpuurna
Ipoussoaurens A®C, cTpaHa: ®apma Caiiencus Jlumuren, dapmacbroTukanc Jinmuren,

WUnpus Unnus

Remarks : The Product conforms to ND/
ITpumeuanue: IpoaykT coorseTcTRyeT Tpebopanuam HIJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
[MoaroTtosneno: Sarita

IMporepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /

JHara: 12.02.2025 Hara: 12.02.2025

Maurya PykoBoauten b-ﬁflnit' lIg'mar
""" / —
Reprint Date: Reprint Date: Reprint Date: V

Hara: 12.02.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drraddys.com
CIN: L85195AP1984PLC004507
wwwe.drreddys.com




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

Dl‘. ReddY's q; Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIA3A

Page 9 of 10/ Cp. 9 n3 10

’ﬁoduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
[ponyxr: Moyxman®, TabaeTky, NOKPHITHIE LIEHOUHOI 060104K0ii, 400 Mr + 325 Mr L B il

]Market!PbmoK :Russia / Poccust - e~ o

Batch No / 1 Batch Quantity / . 800000.0 tab /

Cepua e - Obnemeepus ' 800000.0 Tab |
| Analytical Repoz't No/ - 040002808199 Date of Analysis / - 12.02.2025
l_Ana.lm_'nrl_qecmm oTyer Ne JaTa aHanu3a —
I| Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029
| laTa mpoH3BoAcTBa = . |Tomespo i T N = e
' Mfg. License No. / MA ber: /

IIpousBoacTBenHas MNB/05/263 g i JIII-Ne(003654)-(PT'-RU)

Howmep PY

|ammeHsHa Ne - = =

| Analysis performed according ND: / Anaaus nposenen no HII: JITI-Ne(003654)-(PT-RU)-101123 |

——y

| 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) /
HammenopaHue, agpec, THIEH3HA AN J-p Pennw’c Jlaboparopuc Jita., Unaus, [Ipoussoacteerdoe
IIpousBoacTBennas miomanka / Ilnommanka noppasaenenaue-6, Bumn. Kxons, Hanarapx Poyn, bannu, Jlnctpuxt

| KOHTpOJS KayecTBa / Ilomanka Bpimycka Conan, X.I1., 173205, Huausa (nMueH3us HOMED MNB/05/2_6§)__ _

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 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».

3ak04enHe 0 cooTBeTeTBHU: «HacTOAMMM 51 [IOATBEPK A0, YTO MPUBEAEHHAS Bhille HHPOPMAIHSA ABNAETCS
JOCTOBEPHOH M TOYHOM. OTa cepus MpOAYKLMH NpoW3BeleHa (BK/IIOYas YNakoBKy (MapKHPOBKY) M KOHTPOJb
KauecTBa) Ha BBIIEYKA3aHHONW [POM3BOACTBEHHON IIOMAIKE (mnomiaakax) B MOJNHOM COOTBETCTBHHU C
TpebosanuamMu [IpaBun Haanexalleil MPOU3BOICTBEHHON NpakTHKH EBpasuilckoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u Tpe60oBaHUAMHU KOHTPOJIA KaUeCTBAa JeKAPCTBEHHEIX CPELCTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [Ipoaykr cooTBeTcTBYeT TpeboBaHUam H]T 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oarorosneno: Sarita IIporepeno: Santosh Kumar /OnobpeHo: Menemxep /

Maurya @— Pykosomurens; Amitz'lgymar
.IA' it _\/"'
Reprint Date: Reprint Date: Reprint Date; '

Hata: 12.02.2025 Hara: 12.02.2025 Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
www.drreddvs.com
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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

Page 10 of 10/ Crp. 10 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
(IIponyKT: WGyrann®, Tadaerku, NOKpsITHE mjeHoaroil 0Gosoqxkoii, 400 mr + 325 mr

| Market / PpiHOK :Russia / Poccns B
| Batch No/ ) Batch Quantity / . 800000.0 tab/
| Cepus Na AL it : Obvem cepun * 800000.0 Tab el
| Analytical Repo“rt No/ - 040002808199 Date of Analysis / . 12.02.2025
‘ AHaIHTHYECKHH oTyeT Ne JlaTa aHaTH32
! Date of Manufacture / . 01/2025 1 Date of Expiry / . 12/2029
JaTa NpoH3BOACTBA a | Tomen 10
| Mfg. License No. / ' MA number: /
| [IpouzBoACTBEHHARA . MNB/05/263 | Homep PY : JITI-Ne(003654)-(PT"-RU)

| anuensus No L i
| Analysis performed according ND: / Anaau3s nposeaen no HJL: JITI-Ne(003654)-(PI'-RU)-101123

a TaloKe B COOTBETCTBHH CO cnelMPUKALUAMHE, COAEPKALIUMHUCA B PETUCTPAUMOHHOM AOCHE CTPAHbI-MMIIOPTEpA.
3anucH 10 NPOM3BONCTBY, YNAKOBKE H aHAJIH3y NPOBEPEHbI, H YCTAHOBJIEHO WX COOTBETCTBUE TpeboBaHHAM [Ipasun
Hajnexaluei Mpou3BOICTBEHHOH NpakTUKH EBpa3MHCKOro SKOHOMHYECKOTO COrO3a».

Remarks : The Product conforms to ND/ : Opinion : APPROVED
Tpumeyanwe: [Ipoaykt cooTBeTcTBYeT Tpedosanmam HI 3axsmioyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IoaroroeneHo: Sarita IIpoBepeno: Santosh Kumar /Ono6peno: Meuemxep /
[@/ Maurya Q% Pykosopureis: Amit Kumar
5 /.\§~_, . L;
Reprint Date: Reprint Date: . Reprint Dat¥:
Hara: 12.02.2025 Iara: 12.02.2025 Hata: 12.02.2025
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